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DEPARTMENT  OF  HEALTH, 
EDUCATION,  AND  WELFARE 

Food  and  Drug  Administration 

21  CFR  Parts  16, 20, 809,  and  861 

[Docket  No.  78N-K)002] 

Medical  Devices;  Procedures  for 
Performance  Standards  Development 

agency:  Food  and  Drug  Administration. 
action:  Final  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing 
procedures  for  initiating,  developing, 
establishing,  amending,  and  revoking 
performance  standards  for  medical 
devices,  including  in  vitro  diagnostic 
products.  The  rule  sets  forth  the 
contents  of  standards,  summarizes  the 
development  procedures  established  by 
the  agency,  and  identifies  the  conditions 
under  which  the  agency  may  contribute 
funds  toward  the  development  of  any 
standard.  FDA  is  also  revoking  the 
existing  regulations  for  the  development 
of  standards  for  in  vitro  diagnostic 
products  because  these  regulations  are 
now  obsolete. 

EFFECTIVE  DATE:  The  reporting  and 
recordkeeping  requirements  contained 
in  this  rule  have  been  submitted  for 
approval  by  the  Office  of  Management 
and  Budget  (0MB)  in  accordance  with 
the  Federal  Reports  Act  of  1942.  This 
regulation  will  become  effective  July  30, 
1980,  provided  that  approval  of  the  0MB 
is  received  by  that  date.  If  OMB  does 
not  approve,  without  change,  the 
reporting  and  recordkeeping 
requirements  contained  in  Ae  rule,  FDA 
will  revise  the  rule  as  necessary  to 
comply  with  the  decision  of  OMB.  FDA 
will  publish  a  notice  in  a  future  issue  of 
the  Federal  Register  concerning  OMB’s 
decision  on  these  requirements. 

FOR  FURTHER  INFORMATION  CONTACT: 
Robert  J.  Cangelosi,  Bureau  of  Medical 
Devices  (HFK-310),  Food  and  Drug 
Administration,  Department  of  Health, 
Education,  and  Welfare,  8757  Georgia 
Ave.,  Silver  Spring,  MD  20910,  301-427- 
7222. 

SUPPLEMENTARY  INFORMATION:  This 
final  regulation  is  based  on  a  proposal 
that  was  published  in  the  Federal 
Register  of  July  25, 1978  (43  FR  32264). 
Interested  persons  were  given  until 
September  25, 1978  to  comment.  Upon 
request,  this  comment  period  was 
extended  to  November  30, 1978  by  a 
notice  published  in  the  Federal  Register 
of  October  31, 1978  (43  FR  50700).  The 
agency  received  36  comments  on  a  wide 
range  of  issues.  However,  there  were  no 


major  objections  to  the  proposed 
regiilation,  and  only  minor  changes  have 
been  made  in  the  final  regulation. 
Following  is  a  summary  of  these 
comments  and  the  agency’s  response  to 
them. 

General  Provisions 

1.  Two  comments  suggested  that  the 
word  “Performance”  be  added  to 
“Standards  Development”  in  the  title  of 
Part  861  to  conform  to  the  title  of  section 
514  of  the  Federal  Food,  Drug,  and 
Cosmetic  Act  (21  U.S.C.  301-392)  (the 
act). 

Ilie  agency  agrees  and  has  made  the 
suggested  change. 

2.  Several  comments  inquired  how 
FDA  would  use  voluntary  standards  and 
how  the  agency  would  establish 
priorities  for  the  development  of 
standards.  Several  comments  suggested 
that  FDA  include  a  definitive  statement 
of  its  policy  regarding  voluntary 
standards  in  its  final  performance 
standards  development  regulation. 

FDA  agrees  that  it  would  be  helpful  to 
persons  subject  to  this  procedural 
regulation  if  a  statement  of  FDA’s  policy 
concerning  volimtary  standards  were 
published.  Thus,  elsewhere  in  this  issue 
of  the  Federal  Register,  the  agency  is 
publishing  a  request  for  data  and 
information  concerning  development  of 
volimtary  standards  and  a  statement  of 
its  policy  concerning  endorsement  of 
voluntary  standards. 

3.  One  comment  said  the  proposed 
regulations  would  discourage  individual 
manufacturers  from  participating  in  the 
development  of  a  medical  device 
performance  standard.  The  comment 
cited  as  an  example  that  a  manufacturer 
developing  a  standard  would  be  subject 
to  inspections  under  §  861.30(b)(2)  (21 
CFR  861.30(b)(2))  to  determine  whether 
satisfactory  progress  was  being  made 
toward  completion  of  the  standard.  ’The 
comment  said  FDA  should  rely  on 
individual  manufacturers  as  the  basic 
resource  for  developing  the 
requirements  for  all  standards,  and  less 
emphasis  should  be  placed  on  Federal 
agency  development  of  standards 
because  regulations  developed  by 
Federal  agencies  may  not  be  practical  or 
even  necessary. 

In  response  to  this  comment,  the 
agency  notes  that  any  person,  including 
an  individual  manufacturer,  a  Federal 
agency,  or  a  voluntary  standards 
organization,  may  submit  an  offer  to 
develop  a  proposed  standard  under 
section  514  of  the  act  and,  thus,  under 
§  861.26.  If  FDA  accepts  the  offer,  that 
person  would  be  subject  to  inspection 
by  duly  designated  agency  employees 
under  §  861.30(b)(2).  FDA  recognizes 
also  that  individual  manufactmers. 


through  experience  developed  over  the 
years,  know  whether  standards  are 
practical  for  their  products.  For  that 
reason,  §  861.30(a)(2)  permits  interested 
persons,  including  individual 
manufacturers,  to  participate  in  the 
performance  standards  development 
process.  In  this  way  individual 
manufacturers  may  raise  the  issue  of  the 
impracticality  of  a  particular  standard 
with  the  person  developing  the 
standard.  The  agency  does  not  agree, 
however,  that  manufacturers  should  be 
given  preferential  status  in  the 
standards  development  process,  as  the 
comment  suggests.* 

4.  One  comment  suggested  that  the 
regulation  should  require  FDA  to 
establish  the  need  or  rationale  for  a 
proposed  performance  standard. 

’lie  agency  does  not  believe  that  it  is 
necessary  to  establish  such  a 
requirement.  Under  $  860.84  (21  CFR 
860.84)  of  the  regulations,  each  device  to 
be  classified  into  any  of  three  device 
classes  must  be  accompanied  by  a 
classification  panel  recommendation 
that  includes  a  summary  of  the  reasons 
for  the  recommendation,  a  summary  of 
the  data  upon  which  the 
recommendation  is  based,  accompanied 
by  references  to  the  sources  containing 
such  data,  and  identification  of  any 
health  risks  presented  by  the  device. 

The  recommendation,  together  with 
other  available  information,  is 
considered  by  the  agency  in  determining 
the  appropriate  class  for  a  device.  ’This 
information  provides  the  rationale  for 
the  classification  determination.  A 
summary  of  the  information  is  published 
in  the  Federal  Register  during  Ae 
classification  process.  The  agency  does 
not  believe  it  is  necesscuy  to  repeat  this 
step  during  the  standards  development 
process.  Also,  any  notice  inviting  offers 
to  develop  a  performance  standard  will 
include  a  summary  of  the  data  fi:om 
which  the  agency  has  determined  a  need 
for  initiating  the  proceeding  (see 
S  861.22(d)).  'The  agency  concludes  that 
these  steps  will  adequately  identify  the 
need  or  rationale  for  a  standard  and  that 
the  comment  requires  no  change  in  the 
regulation. 

5.  One  comment  said  the  procedure 
set  forth  in  section  513(a)(1)(B)  of  the  act 
for  classifying  a  device  into  class  II  has 
not  been  followed  consistently  by 
classification  panels.  The  comment 
states  that  panels  erroneously  have 
placed  devices  into  class  11  either 
because  a  standard  already  existed  or 
because  one  could  easily  be  developed. 
’The  comment  claimed  the  panels  did  not 
first  identify  the  risk  associated  with  a 
product  and  then  determine  that  general 
controls  were  insufficient  to  provide 
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reasonable  assurance  of  the  safety  and 
effectiveness  of  the  device.  The 
comment  stated  that  FDA  has  not 
corrected  these  errors,  and  its  failure  to 
do  so  is  contrary  to  the  purpose  of  the 
act. 

FDA  advises  that  a  classification 
panel  makes  only  recommendations 
regarding  the  classification  of  a  device; 
the  agency,  after  considering  the 
recommendation  and  other  available 
information,  including  conunents  from 
the  general  public,  determines  the 
appropriate  classification  for  a 
particular  device.  The  classification 
process  includes  publication  of  a 
proposed  classification  regulation  and 
invitation  for  comment  by  any 
interested  persons.  Thus,  there  are 
opportimities  for  interested  persons  to 
give  their  views  on  the  appropriateness 
of  the  classification  of  a  particular 
device  before  publication  of  a  final 
classification  regulation.  The  agency,  in 
response  to  these  conunents,  may 
change  the  classification  of  a  device. 
Also,  under  section  513(e)  of  the  act,  any 
interested  person  may  petition  for 
reclassification  on  the  basis  of  new 
information  any  time  after  FDA  issues  a 
final  regulation  classifying  a  device. 
Moreover,  for  a  class  II  device,  an 
interested  person  may  request 
reclassification  of  the  device  within  15 
days  of  the  date  of  publication  of  a 
notice  initiating  a  proceeding  for  the 
development  of  a  performance  standard. 
The  agency  concludes  that  the 
classification  process  conforms  to  the 
purpose  of  the  act  and  rejects  the 
comment. 

6.  Two  comments  said  Part  861  should 
describe  the  use  of  disclosure  standards. 
Disclosure  standards  would  allow  the 
manufachirer  to  disclose  the 
performance  of  a  device  for  specific 
identified  characteristics  when  tested  in 
accordance  with  the  test  methods 
provided  in  a  standard.  One  comment 
said  disclosure  standards  would  be 
significantly  more  economical  for  both 
FDA  and  industry  because  no  written 
performance  specifications  would  be 
used  with  disclosure  standards.  Instead, 
to  inform  sufficiently  the  user  and  FDA 
of  relevant  performance  criteria,  the 
manufacturer  would  state  on  the 
labeling  the  performance  characteristics 
of  the  product. 

The  agency  notes  that  “disclosure 
standards”  as  described  in  the  comment 
are  not.  legally  speaking,  standards  at 
all,  but  labeling  requirements  that  may 
be  imposed  in  appropriate  cases  under 
sections  502  and  701(a)  of  the  act  (21 
U.S.C.  352  and  371(a)),  without  reliance 
upon  section  514  of  Ae  act.  Such 
labeling  requirements  have  been 


required  for  hearing  aid  devices  (21  CFR 
801.420).  In  addition,  under  §  861.7,  a 
performance  standard  may  require  the 
use  of.  and  prescribe  the  form  and 
content  of,  labeling  for  the  proper 
installation,  maintenance,  operation, 
and  use  of  a  device.  The  standard  may 
also  require  labeling  to  state  the  results 
that  may  be  expected  if  the  device  is 
used  properly.  The  requirement  for 
labeling,  however,  is  part  of,  and  not  a 
substitute  for,  a  performance  standard. 

^  Disclosure  standards  would  permit  label 
*  declaration  of  what  a  manufacturer 
believes  to  be  appropriate  performance 
characteristics  without  agreed-upon  test 
methods  or  performance  parameters. 
Thus,  use  of  such  standees  could  result 
in  a  lack  of  uniformity,  effectively 
defeating  the  purposes  and  goals  of  both 
Part  861  and  section  514  of  Ae  act.  Die 
comment  is  rejected. 

7.  One  comment  suggested  that  FDA 
consult  regularly  with  voluntary 
standards  organizations  and  consider 
the  priorities  and  plans  of  these 
organizations  in  the  development  of 
standards.  It  was  suggested  that  this 
consultation  could  be  accomplished  by 
FDA’s  giving  interested  volimtary 
standards  organizations  advance  notice 
in  the  Federal  Register  of  FDA’s 
standards  priorities  and  plans  on  a 
fiscal  year  basis. 

The  agency  agrees  that  all  interested 
persons  shoidd  have  the  opportunity  to 
participate  in  developing  standards. 
Elsewhere  in  this  issue  of  the  Federal 
Register,  FDA  is  publishing  a  notice 
setting  forth  its  priorities  and  plans  for 
the  development  of  standards.  The 
notice  invites  voluntary  standards 
organizations,  as  well  as  any  other 
interested  person  to  comment  on  these 
priorities  and  plans.  FDA  expects  to 
publish  additional  similar  notices  in  the 
future,  although  not  necessarily  on  a 
fiscal  year  basis. 

8.  Another  comment  said  small 
businesses  with  five  or  fewer  employees 
will  have  little  or  no  manpower 
available  to  review  draft  performance 
standards  and  participate  in  the 
standards  development  process. 

FDA  emphasizes  that  because  a 
performance  standard  will  be  binding  on 
all  manufacbirers  of  a  device,  it  is  in  the 
best  interest  of  any  manufacturer  to 
evaluate  and  comment  on  proposed 
performance  standards  that  affect  its 
marketed  medical  device  products.  The 
agency  will  carefully  consider  comments 
from  small  manufacturers  that 
demonstrate  difficulty  in  meeting  the 
requirements  of  any  proposed  standard. 

The  Office  of  Small  Manufacturers 
Assistance  of  the  Bureau  of  Medical 
Devices  will  inform  all  small 
manufactiurers  regist^ed  with  FDA  of 


developments  in  the  standards 
development  process  and  %vill  make 
available  to  those  who  request  them 
copies  of  Federal  Register  notices  and 
proposals  concerning  standards. 

Contents  of  Standards 

8a.  One  comment  suggested  that  the 
term  “performance  criteria”  be  changed 
in  S  861.7(a)  to  “performance 
characteristics”  because  the  term 
“performance  criteria”  is  not  defined 
anywhere  in  the  regulation  and  it  is  not 
used  in  the  act. 

The  agency  agrees  with  the  comment. 
The  term  “performance  characteristics,” 
which  is  used  in  section  514(a)(2)(B)(iii) 
of  the  act  (21  U.S.C.  360d(a)(2)(B)(iii)). 
has  been  substituted  for  Ae  term 
“performance  criteria”  in  the  final 
regulation. 

9.  Several  comments  objected  to 
proposed  S  861.7(b),  and  five  comments 
argued  that  the  provision  should  be 
deleted.  One  comment  said  it  should  be 
deleted  because  the  terms  “design,” 
“construction,”  “components,”  and 
“ingredients”  are  not  included  as 
performance  standard  characteristics 
under  the  act  and  only  the  performance 
of  a  device  should  be  used  to  determine 
whether  a  device  is  safe  and  effective. 
One  comment  said  proposed  S  861.7(b) 
is  unnecessary  because  the  good 
manufacturing  practice  (GMP) 
regulation  addresses  this  provision. 

The  agency  disagrees  with  these 
comments.  Section  514(a)(2)  of  the  act 
provides  that  where  necessary,  a 
performance  standard  may  include 
provisions  respecting  construction, 
components,  ingredients,  and  properties 
of  the  device.  (The  term  “design”  is 
discussed  in  paragraph  10  of  this 
preamble.)  The  GMP  regulation, 
moreover,  contains  general  guidelines  to 
assist  firms  in  the  manufacture,  packing, 
storage,  and  installation  of  safe  and 
effective  medical  devices.  Section 
820.1(b)  of  die  GMP  regulation  states: 

“In  the  event  it  is  impossible  to  comply 
with  applicable  regulations,  both  in  this 
part  and  in  other  parts  of  this  chapter, 
the  regulations  specifically  applicable  to 
the  device  in  question  shall  supersede 
any  other  regulations.”  The  agency 
concludes,  therefore,  that  should  ^ere 
be  a  conflict  between  a  requirement  in 
the  GMP  regulation  and  a  regulation 
establishing  a  performance  standard, 
the  latter  will  supersede  the  GMP 
requirement. 

10.  Two  comments  said  the  word 
“design”  should  be  deleted  fi-om 
proposed  §  861.7(b).  One  comment 
suggested  deletion  because  the  term  is 
not  used  in  the  act  and  the  concept  is 
adequately  covered  by  other  statutory 
language.  Another  comment  suggested 
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that  where  it  can  be  demonstrated  that 
the  safety  and  effectiveness  of  a  device 
are  not  affected.  §  861.7(b)  should  allow 
for  deviations  from  design  and  other 
provisions  in  the  standard. 

The  agency  does  not  agree  that  the 
term  “design”  should  be  deleted.  The 
legislative  history  reveals  that  Congress 
intended  that  performance  standards 
include  design-related  requirements 
when  necessary: 

Although  use  of  the  term  “performance 
standard”  reflects  a  preference  for  standards 
which  allow  the  fullest  use  of  technological 
alternatives,  the  committee  does  not  intend 
the  term  to  be  construed  as  excluding  design- 
related  requirements,  as  it  is  when  it  is  used 
in  the  engineering  community.  Design-related 
requirements  that  are  necessary  to  provide 
reasonable  assurance  of  safe  and  effective 
performance  or  that  improve  device  safety 
and  effectiveness  by  reducing  the  likelihood 
of  human  error  should  be  included  in  a 
performance  standard  (House  of 
Representatives  Kept.  No.  94-853, 94th  Cong., 
2d  sess.  p.  26). 

The  agency  intends  that,  where 
necessary,  design-related  characteristics 
as  well  as  the  other  performance 
characteristics  in  proposed  §  861.7(b) 
will  be  included  in  performance 
standards. 

The  agency  also  disagrees  that 
proposed  §  861.7(b)  should  provide  for 
deviations  from  design-related 
provisions  and  other  provisions  in  the 
standeird.  These  requirements  will  be 
included  in  a  performance  standard  only 
as  necessary  to  assure  that  a  device  will 
perform  in  a  safe  and  effective  manner. 
Deviations  could  result  in  a  loss  of 
safety  and  effectiveness  that  the 
standard  was  designed  to  assure.  The 
agency,  therefore,  will  not  consider 
variances. 

11.  One  comment  stated  that 
biocompatibility  should  be  included  in 
proposed  S  861.7(b)  as  a  possible 
element  of  a  performance  standard 
because  it  is  an  important  performance 
characteristic  regarding  the  safety  and 
effectiveness  of  devices. 

The  agency  agrees  that 
biocompatibility  can  be  a  very 
important  consideration,  especially  for 
implanted  devices.  This  requirement, 
however,  is  considered  to  be  an  element 
of  components  and  ingredients  and  need 
not  be  included  as  a  separate  provision 
in  §  861.7(b).  When  the  agency 
determines  that  biocompatibility  is 
necessary  for  protection  of  the  public 
health,  it  will  be  included  as  a  provision 
in  the  applicable  performance  standard. 

12.  Eight  comments  argued  that  the 
requirements  of  proposed  S  861.7(c) 
relating  to  manufactiuing  processes  and 
quality  control  procedures  should  be 
deleted  because  they  are  either  not 
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authorized  by  the  act  or  would  create  an 
overlap  with  requirements  in  the  GMP 
regulation.  AnoUier  comment  said  such 
provisions  in  a  standard  would  severely 
compromise  the  confidentiality  of  a 
firm’s  proprietary  information  relating  to 
this  type  of  data. 

The  agency  is  not  persuaded  that 
proposed  §  861.7(c)  should  be  deleted. 
The  legislative  history  indicates  that 
Congress  intended  that  quality  control 
procedures  and  manufacturing 
processes  be  included  as  elements  of  a 
performance  standard.  The  House 
Report  stated:  “Provisions  for  the 
measurement  of  performance 
characteristics  of  a  device  may  include 
quality  control  procedures,  means  for 
users  to  ascertain  device  performance, 
and  methods  for  use  by  the  Secretary  in 
judging  compliance  with  a  performance 
standard”  (H.R.  Rep.  No.  94-853,  p.  26). 
Adequate  quality  control  is  inseparable 
from  manufacturing  processes,  and 
provisions  regardii^  both  will  be 
required,  when  necessary,  to  ensure  the 
safety  and  effectiveness  of  a  device. 

The  agency  disagrees  that  proposed 
§  861.7(c)  would  require  the  disclosure 
of  confidential  commercial  information 
regarding  a  firm’s  manufacturing 
processes  or  quality  control  procedures 
in  the  development  of  a  standard. 

Section  861.7(c)  does  not  require  the 
submission  of  any  information:  it  only 
sets  forth  the  possible  contents  of  a 
standard.  Manufacturers  developing  a 
standard  ordinarily  will  not  be  required 
to  submit  confidential  commercial 
information  regarding  their 
manufacturing  processes  or  quality 
control  procedures. 

13.  Comments  argued  that  proposed 
§  861.7(d),  which  sets  forth  provisions 
for  testing,  should  either  be  deleted  or 
revised.  Four  comments  argued  that  the 
provision  should  be  deleted  because 
testing  is  outside  the  scope  of  the  act  or 
is  adequately  regulated  by  the  CMP 
regulation.  One  comment  suggested  that 
§  861.7(d)  be  revised  to  include  the 
following  phrase:  “If  it  is  determined 
that  no  other  more  practicable  means 
are  available  to  the  Commissioner  to 
assure  the  conformity  of  the  device  to 
the  standard.”  The  comment  argued  that 
this  phrase  would  clarify  and  properly 
implement  the  intent  of  section 
514(a)(2)(B)(ii)  of  the  act  and  establish 
when  tests  should  be  conducted  by  FDA 
or  a  third  person. 

The  agency  concludes  that  §  861.7(d) 
should  not  be  deleted  frtim  the 
regulation  because  it  is  authorized  by 
section  514(a)(2)(B)(ii)  of  the  act.  The 
agency  agrees,  however,  that  the 
suggested  rerision  of  proposed 
§  861.7(d)  will  ensure  coirformity  with, 
and  proper  implementation  of,  Ae 
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statutory  intent.  Accordingly,  this 
section  of  the  final  regulation  is  changed 
to  qualify  when  a  standard  will  provide 
for  testing  by  the  agency  or  a  third 
person. 

14.  Two  comments  said  proposed 
§  861.7(e),  which  requires  that  test 
results  show  that  the  device  conforms  to 
an  applicable  part  of  a  standard,  should 
be  deleted  because  the  provision  is 
either  outside  the  scope  of  the  act  or  is 
sufficiently  addressed  by  the  CMP 
regulations. 

The  agency  rejects  this  suggestion. 
’This  provision  is  authorized  by  section 
514(a)(2)(6)(iv)  of  the  act.  The  CMP 
regulations  do  not  address  the  contents 
of  a  performance  standard.  The  agency 
has  revised  this  section  to  state  that  a 
performance  standard  may  require  the 
“publication  of’  test  results.  Subsection 
(d)  provides  that  a  standard  may  require 
testing  and  subsection  (f)  provides  that 
it  may  require  codification  of  test 
results.  Clearly,  publication  of  the  test 
results  is  contemplated  because 
unpublished  test  results  are  of  no  value. 

15.  Five  comments  stated  that 
proposed  $  861.7(f),  relating  to 
certification  of  compliance  with  a 
performance  standard,  should  be 
deleted.  One  comment  argued  that  the 
provision  is  unnecessary  because  the 
device  would  be  adulterated  under 
section  501  or  misbranded  under  section 
502  of  the  act  if  it  does  not  comply  with 
a  performance  standard.  Another 
comment  urged  deletion  because  the 
manufacturer  would  be  liable  for  signing 
a  false  statement  if  a  person  signs  a 
certification  statement  and  a 
nonconforming  device  is  then  shipped  in 
interstate  commerce.  The  comment  said 
the  proposed  section  is  basically  a 
method  of  giving  the  agency  authority  to 
approve  a  device  prior  to  its  marketing. 
Another  comment  said  proposed 

§  861.7(f)  ignores  the  preamble’s 
description  of  the  method  of  providing 
certification  from  the  manufactiuer  to 
the  piuchaser,  which  is  by  letter  or  by  a 
tag  or  label  affixed  to  a  device  or 
packaging  for  a  device,  and  that  the 
preamble  discussion  should  form  the 
basis  of  §  861.7(f). 

The  agency  is  not  persuaded  that 
§  861.7(f)  should  be  deleted.  The  House 
Report  states: 

The  bill’s  authority  to  require  that  a 
performance  standard  include  a 
demonstration  that  a  device  is  in  comformity 
with  portions  of  a  standard  for  which  tests 
are  required  would  ordinarily  be 
implemented  through  procedures  whereby 
manufacturers  either  certify  to  purchasers 
that  the  device  conforms  to  an  applicable 
performance  standard  or  periodically  make 
such  certification  to  the  Secretary  (HJL  Rep. 
No.  94-853,  pp.  26-27). 
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This  statement  of  congressional  intent 
conforms  to  section  514(a](2](B)(iv)  of 
the  act.  It  describes  the  means  by  which 
the  purchaser  or  the  FDA  is  to  be  put  on 
notice  that  the  device  conforms  to 
portions  of  the  standard  for  which  tests 
are  required.  This  provision  is  intended 
to  serve  as  an  adjunct  to  sections  501 
and  502  of  the  act.  Thus,  §  861.7(f)  will 
be  used  when  necessary  to  ensure  that  a 
device  is  safe  and  effective. 

The  agency  nbtes  also  that  a  person 
would  be  liable  for  false  statements 
made  on  a  certiHcation  only  if  the 
statements  were  false  or  misleading  in 
any  material  respect,  as  provided  in 
section  301(q][2)  of  the  act  (21  U.S.C. 
331(q)(2)).  Moreover,  the  agency 
disagrees  with  the  comment  that 
certiHcation  to  FDA  is  basically  a  means 
to  have  the  agency  approve  the  device 
prior  to  its  marketing.  Approval  by  FDA 
is  not  required,  only  certification  by  the 
manufacturer  of  conformance  to  the 
standard. 

The  need  for  certification  and  the  type 
of  certification  required  will  depend  on 
the  nature  of  the  device.  Thus,  the 
method  of  providing  certification  will  be 
included,  when  necessary,  as  part  of  the 
proposed  rulemaking  for  a  performance 
standard.  Therefore,  the  various 
methods  described  in  the  preamble  to 
the  July  25, 1978  proposal  (e.g.,  by  a 
letter,  tag,  or  label  affixed  to  the  device) 
will  not  be  made  part  of  this  final 
regulation. 

16.  One  comment  recommended 
deletion  in  §  861.7(f)  of  the  requirement 
for  certification  to  purchasers  because 
purchasers  know  that  manufacturers 
cannot  market  devices  that  are 
adulterated  or  misbranded. 

The  agency  disagrees  with  the 
comment.  A  purchaser  may  not  be 
aware  of  the  manufacturer’s  compliance 
with  the  act.  Also,  a  piu'chaser  has  a 
right  to  formal  assurance  that  a  device 
meets  an  applicable  performance 
standard. 

17.  Two  comments  recommended  that 
proposed  §  861.7(f)  be  revised  because  it 
is  unclear  how  pertification  will  be 
achieved.  One  comment  suggested  that 
certification  by  FDA  should  be  required 
only  when  no  other  means  are  available 
to  ensure  the  safety  and  effectiveness  of 
the  device.  Another  comment  said 

§  361.7(f),  as  proposed,  is  unacceptable 
because  it  makes  the  manufacturer  an 
insurer  of  patient  safety.  Also,  the 
comment  stated  that  the  provision  is 
basically  unnecessary  because 
certification  representations  between  a 
manufactmer  and  purchaser  are 
voluntary  and  can  be  addressed  by  a 
warranty  or  guarantee. 

The  type  of  certification  required  will 
depend  on  the  nature  of  the  device. 


Therefore,  the  agency  does  not  believe 
that  it  is  appropriate  to  state  in  §  861.7(f) 
how  certification  will  be  achieved,  but 
each  performance  standard  which 
requires  certification  will  state  how 
certification  is  to  be  achieved  for  a 
particular  device.  Section  861.7  provides 
that  certification  will  be  included  in  a 
performance  standard  only  when  it  is 
necessary  to  provide  reasonable 
asssurance  of  the  safety  and 
effectiveness  of  a  device.  The  agency 
believes  that  it  would  be  redundant  to 
state  also  that  no  other  means  are 
available  to  assure  the  safety  and 
effectiveness  of  the  device.  The  agency 
does  not  believe  that  certification  makes 
the  manufacturer  an  insurer  of  patient 
safety  because  the  manufacturer  is 
certifying  only  that  the  device  meets  the 
applicable  performance  standard. 
Although  the  manufacturer  may 
voluntarily  certify  to  the  purchaser  by  a 
warranty  or  guarantee  that  the  device 
meets  the  applicable  performance 
standard,  the  agency  believes  that  it 
may  be  necessary  to  require  in  certain 
cases  that  the  manufacturer  certify  to 
FDA  or  the  purchaser  that  the  device 
meets  the  applicable  performance 
standard.  For  these  reasons,  the  agency 
believes  that  it  is  not  necessary  to  make 
any  changes  in  §  .861.7(f)  and  rejects  the 
comments. 

18.  Three  comments  suggested  that 
proposed  §  861.7(g),  which  provides  that 
a  standard  may  indude  a  provision 
restricting  sale  or  distribution  of  a 
device  under  section  520(e)  of  the  act,  be 
deleted  or  revised  because  it  does  not 
conform  to  section  514(a)  (2)  (B)(v)  of  the 
act.  Two  comments  suggested  that 

§  861.7(g)  be  limited  by  adding  the 
phrase:  “but  only  to  the  extent  provided 
imder  section  520(e)  of  the  act.”  The 
comments  argued  that  this  would  avoid 
the  implication  that  all  devices  subject 
to  performance  standards  are  restricted 
devices. 

The  agency  disagrees  that  §  861.7(g) 
should  be  deleted;  it  is  virtually 
identical  to  section  514(a)(2)(B)(v)  of  the 
act.  The  agency  agrees  with  the 
substance  of  the  suggested  revision, 
however,  and  the  final  regulation  has 
been  amended  accordingly. 

19.  Three  comments  recommended 
deletion  of  proposed  §  861.7(h),  which 
sets  forth  provisions  on  labeling  and 
instructions  for  use.  One  comment 
argued  that  the  section  should  be 
deleted  because  it  is  not  related  to 
performance  standards  and,  therefore,  is 
outside  the  scope  of  section  514  of  the 
act.  Another  comment  suggested  the 
provision  is  an  intrusion  on  the  practice 
of  medicine  and  the  care  of  patients. 
Another  comment  suggested  that  all  but 


the  first  sentence  of  §  861.7(h)  be 
deleted  because  the  remainder  is  overiy 
broad  and  confusing. 

The  agency  disagrees  that  §  861.7(h) 
should  be  deleted.  The  first  sentence  of 
the  paragraph  is  virtually  identical  to 
section  514(a)(2)(C)  of  the  act,  and  the 
second  sentence  is  virtually  identical  to 
the  intent  set  forth  in  the  legislative 
history  of  the  act  (H.R.  Rep.  No.  94-853, 
p.  27).  The  agency  points  out  that  the 
provisions  in  §  861.7(h)  will  be  required 
only  as  necessary  to  reasonably  assure 
the  safety  and  effyctiveness  of  a  device. 
FDA  will  not  monitor  physicians  using  a 
class  II  device  imless  the  device  is  the 
subject  of  an  investigational  exemption. 
The  agency  does  not  believe  that  this 
section  is  overly  broad  and  confusing. 

19a.  A  comment,  which  recommended 
deletion  of  §  861.7(h),  argued  that  FDA 
is  attempting  to  suppress  the  use  of 
diagnostic  instruments  because  an  FDA 
representative  could  object  to  the 
“results”  given  by  a  device  or  the 
“procedure”  used,  or  FDA  could  find 
that  the  operator  of  a  device  was  not 
“skilled  in  its  use.”  The  comment 
objected  that  none  of  these  terms  is 
defined  in  proposed  §  861.7(h)  to  prevent 
possible  unfair  determinations  by  FDA 
officials. 

The  terms  “results,”  “procedure,”  and 
“skilled”  are  used  in  their  ordinary 
dictionary  meaning,  and  FDA  does  not 
believe  that  it  is  necessary  to  define 
them  further.  The  agency  notes  that 
§  861.7(h)  will  be  used  only  to  establish 
labeling  requirements  and  will  not  be 
used  to  regulate  the  actual  use  of  the 
device.  Where  appropriate,  the  actual 
use  of  a  device  will  be  regulated  in 
accordance  with  other  sections  of  the 
act. 

20.  One  comment  recommended  that 
the  statement  in  proposed  §  861.7(h)  that 
provides  that  a  standard  may  include  a 
provision  requiring  the  date  and  place  of 
manufacture  to  be  included  on  the 
labeling  be  deleted  because  this 
information  is  neither  useful  nor 
relevant  for  the  piorchaser. 

FDA  does  not  believe  that  this  portion 
'  of  proposed  §  861.7(h)  should  be  deleted. 
The  date  and  place  of  manufacture  may 
or  may  not  be  useful  to  the  purchaser, 
but  they  will  be  helpful  to  FDA  when 
investigating  a  complaint  about  the 
device. 

21.  Two  comments  recommended  that 
proposed  §  861.7(h)  be  broadened.  One 
comment  said  that  the  labeling  should 
provide  for  disinfection  or  sterilization 
of  a  medical  device,  if  reusable.  Another 
comment  suggested  that  the  labeling  or 
instructions  for  use  include  the  term 
“precautions”  in  addition  to  the  term 
“warnings”  because  both  terms  provide 
a  more  specific  statement  The  same 
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commeKt  also  suggested  that  the  phrase 
"accuracy  of  diagnosis"  be  replaced 
with  “accuracy  of  diagnostic 
information”  because  “accuracy  of 
diagnosis"  would  encompass  the  entire 
scope  of  a  practitioner’s  diagnosis,  i.e., 
his  or  her  medical  judgment  and  use  of 
other  medical  and  scientific  tests. 

FDA  does  not  believe  that  it  is 
necessary  to  add  a  specific  labeling 
provision  relating  to  disinfection  or 
sterilization  of  a  reusable  medical 
device.  The  issue  of  reuse  of  a  device 
will  be  more  appropriately  addressed  in 
the  proposal  for  a  particular  device 
standard.  Also,  the  agency  does  not 
believe  that  the  term  “precaution” 
should  be  added  to  the  term  “warnings” 
because  the  use  of  both  terms  would  be 
redundant.  The  agency  agrees,  however, 
that  the  phrase  “accuracy  of  diagnosis” 
should  be  replaced  with  the 
recommended  phrase,  “accuracy  of 
diagnostic  information,”  because  the 
latter  is  a  more  precise  description  of 
what  is  intended.  Accordingly,  the 
suggested  phrase  has  been  added  to  the 
final  regulation. 

22.  Two  comments  objected  to  the 
provision  of  S  861.7(h)  that  a 
performance  standard  may  contain  a 
requirement  that  the  labeling  include  a 
statement  that  the  device  is  safe  and 
effective  only  when  used  in  the 
treatment  of  a  patient  foimd  to  have  an 
illness  or  condition  for  which  the  device 
is  indicated.  The  comments  said  this 
would  not  be  appropriate  for  a 
diagnostic  product  ^at  is  used  to 
determine  whether  the  patient  has  an 
illness  or  condition. 

Section  861.7  sets  forth  the  provisions 
that  may  be  necessary  to  address  in  any 
performance  standard.  A  particular 
standard  may  contain  one  or  more  of 
these  provisions  as  is  necessary  to 
provide  reasonable  assurance  of  the 
safety  and  effectiveness  of  the  device, 
but  will  rarely  contain  all  these 
provisions.  A  performance  standard  for 
a  diagnostic  product,  for  example,  will 
not  contain  the  type  of  provision  to 
which  the  comments  objected. 

Therefore,  no  change  in  §  861.7(h)  is 
necessary. 

Summary  of  Standards  Development 
Process 

23.  One  comment  urged  that  Subpart  B 
of  Part  661  should  include  separate 
procedures  for  developing  baseline 
standards.  This  comment  suggested  that 
these  procedures  should  specify  that  the 
reclassification  provisions  of  section 
514(b)  of  the  act  do  not  apply  to  a 
baseline  standard  and  that  any 
performace  standard  for  a  specific 
device  subject  to  the  baseline  standard 
should  refer  to  the  baseline  standard 


and  state  to  what  extent  the  baseline 
standard  is  modified  with  respect  to  that 
particular  device.  The  comment  also 
stated  that  the  procedures  should 
provide  that  a  baseline  standard  not 
apply  to  a  device  until  the  effective  date 
of  a  performance  standard  for  that 
particular  device. 

FDA  believes  that  the  procedures 
established  in  Part  861  provide  for  the 
development  of  baseline  standards.  A 
baseline  standard  addresses  a  particular 
hazard  that  may  be  presented  by  a 
number  of  devices,  e.g.,  electrical  safety. 
FDA  may  adopt  an  existing  baseline 
standard  or  develop  a  baseline  standard 
and  then  either  list  the  devices  to  which 
the  standard  applies  or  include  the 
baseline  standard  in  any  standards 
developed  for  individual  devices.  When 
initiating  a  proceeding  to  develop  a 
baseline  standard  with  the  notice 
required  by  section  514(b)  of  the  act, 

FDA  may  specify  those  devices  to  which 
the  proposed  baseline  standard  applies. 
Any  interested  person  may  then  petition 
for  the  reclassification  of  any  of  these 
devices  in  accordance  with  section 
514(b)  of  the  act.  If,  however,  an 
established  baseline  standard  applies  to 
a  number  of  devices,  FDA  sees  no 
reason  why  the  baseline  standard 
should  not  be  made  effective  for  any  of 
these  devices  before  the  effective  date 
of  a  performance  standard  for  the 
indi^dual  device.  If  a  performance 
standard  is  developed  later  for  the 
individual  device,  it  will  either  include 
the  baseline  standard  or  modify  it  as 
appropriate  for  the  particular  device. 

24.  Four  comments  objected  that  a 
person  could  not  submit  an  adequate 
petition  for  reclassification  within  15 
days  after  the  publication  of  a  notice  in 
the  Federal  Register  initiating  the 
development  of  a  performance  standard 
as  required  by  $  861.20(a).  Some 
comments  recommended  that  this  period 
be  extended  to  30  or  45  days,  while  one 
comment  suggested  that  the  petitioner 
only  be  required  to  submit  a  simple 
request  for  reclassification  within  15 
'days  and  be  allowed  30  days  to  submit 
the  actual  petition. 

In  response  to  these  comments,  FDA 
notes  that  the  15-day  period  is 
established  by  section  514(b)(1)  of  the 
act.  Furthermore,  interested  persons  will 
have  been  aware  of  the  classification  of 
the  device  before  the  notice  initiating 
the  development  of  a  performance 
standard  is  published,  and  will, 
therefore,  have  had  sufficient 
opportunity  to  develop  the  information 
for  a  reclassification  petition.  Also,  any 
interested  person  may  file  a 
reclassification  petition  based  on  new 
information  at  any  time  under  section 


513(e)  of  the  act  and  §  860.130  (21  CFR 
860.130).  The  period  provided  by  section 
514(b)  of  the  act  and  §  861.20(a)  is  short 
so  that  FDA  may  expedite  the 
development  of  a  standard. 

25.  One  comment  said  §  861.20  is 
inconsistent  with  FDA  procedures  in 
S  860.130  for  petitioning  for 
reclassification.  The  comment  said 

§  860.130  provides  that  FDA  must  either 
deny  a  petition  for  reclassification  or 
give  notice  of  its  intent  to  initiate  a 
change  in  classification  within  180  days, 
while  §  861.20(b)  provides  that  FDA 
must  respond  witliin  60  days. 

FDA  advises  that  S  860.132  (21  CFR 
860.132)  describes  the  procedures 
applicable  to  reclassification  petitions 
submitted  under  section  514(b)(2)  of  the 
act,  whereas  §  860.130  applies  to 
reclassification  proceedings  under 
section  513(e)  of  the  act.  Section 
860.132(b)(3)  provides  that  the  agency 
must  act  within  60  days  after  initiating  a 
proceeding  for  development  of  a 
performance  standard.  This  is  consistent 
with  §  861.20  (a)  and  (b),  and  the 
comment  requires  no  change  in  any  of 
the  regulations. 

26.  Once  comment  said  the  provision 
in  proposed  §  861.20(c)  allowing  60  days 
to  submit  a  standard  may  not  provide 
enough  time  in  all  cases  for  a  voluntary 
organization  to  assess  thoroughly  FDA’s 
stated  priorities  and  plans  and  to 
develop  a  suitable  response. 

The  agency  advises  that  the  60-day 
time  period  is  specified  by  section 
514(c)(1)(A)  of  the  act.  Also,  imder 
proposed  S  861.22,  all  pertinent 
information  pertaining  to  the  device, 
e.g.,  a  statement  of  risks  associated  with 
the  device,  will  be  described  in  the 
Federal  Register  notice  inviting  offers  to 
develop  a  proposed  standard.  This 
information  will  assist  and  guide  an 
organization  in  developing  a  satisfactory 
response  within  60  days. 

27.  Three  conunents  objected  to 
proposed  §  861.20(d)(1),  which  provides 
that  Federal  agencies  would  be 
preferred  over  volimtary  standards 
organizations  as  standards  developers. 
One  comment  said  this  policy  would  be 
counter-productive  and  fi'equently 
would  result  in  standards  that  are  either 
technically  or  operationally  ineffective. 
Another  comment  argued  diat  a  Federal 
agency  would  be  less  likely  than  a 
voluntary  standards  organization  to 
have  the  personnel,  expertise,  and 
resources  needed  to  d^elop  a 
performance  standard.  Moreover,  the 
comment  asserted  that  this  preference 
for  Federal  agencies  ignores  the 
legislative  history  of  Ae  act,  which 
directs  FDA  to  rely  extensively  on  the 
resources  in  the  voluntary  standards 
conununity. 
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FDA  disagrees  with  these  comments. 
Section  514  (a](5)(A)  and  (c)(4)  of  the 
act,  as  well  as  the  legislative  history, 
clearly  indicates  that  Federal  agencies, 
including  FDA,  should  be  preferred  in 
developing  a  standard  if  they  have  the 
necessary  expertise  and  experience 
(H.R.  Rep.  No.  94-853,  p.  28).  As 
discussed  in  the  preamble  to  the  July  25. 
1978  proposal,  FDA  has  already 
developed,  or  assisted  in  the 
development  of,  voluntary  performance 
standards.  However,  if  the  required 
expertise  and  experience  for  developing 
a  proposed  standard  are  not  available 
from  a  Federal  agency,  including  FDA, 
the  agency  will  look  to  expertise  and 
experience  outside  the  government.  The 
agency  knows  that  volimtary  device 
standards  have  been,  or  are  being, 
prepared  by  various  voluntary 
standardS'Setting  organizations. 
Voluntary  standards  organizations,  if 
qualihed,  may  have  a  standard  accepted 
in  whole  or  in  part,  as  a  proposed 
performance  standard. 

28.  One  comment  said  proposed 

§  861.20(e)  does  not  state  the  time  period 
allotted  for  submission  of  comments  in 
response  to  publication  in  the  Federal 
Register  of  a  proposed  performance 
standard. 

FDA  advises  that  S  861.20(e)(1) 
provides  that  a  notice  of  proposed 
rulemaking  will  be  governed  by  §  10.40 
(21  CFR  10.40)  of  the  agency’s  general 
administrative  regulations.  Section 
10.40(b)(2)  provides  that  ordinarily  FDA 
will  provide  a  60-day  comment  period, 
but  may  reduce  or  extend  the  period  for 
good  cause. 

29.  One  comment  stated  that 

§  861.20(f)  does  not  establish  when  a 
final  standard  will  become  effective. 

Section  861.36  sets  forth  the 
requirements  concerning  the  effective 
date  for  standards,  which  ordinarily  will 
be  not  sooner  than  1  year  after  date  of 
publication  of  a  standard.  As  provided 
in  section  514(g)(3)(B)  of  the  act,  FDA 
may  provide  a  shorter  time  period  if 
necessary  to  protect  the  public  health 
and  safety  or  if  the  standard  has  been 
established  for  a  device  that,  by  the 
effective  date  of  the  standard,  has  been 
reclassiHed  from  class  III  to  class  II. 

Invitation  for  a  Standard 

30.  One  comment  recommended  that 
proposed  §  861.22(a)  be  revised  to 
require  the  offeror  to  spend  at  least  1 
year  developing  a  standard  to  avoid  a 
hastily  written,  unsound  standard. 

The  agency  rejects  the  comment. 
Section  861.22(a)  provides  that  FDA,  not 
the  offeror,  will  establish  the  time 
period.  In  establishing  the  time  for 
development,  the  agency  will  take  into 
account  all  relevant  factors,  including  an 


appropriate  comment  period,  , 
conferences,  and  possible  public  health 
and  safety  problems  associated  with  the 
device.  Consequently,  a  time  period 
longer,  or  shorter,  than  1  year  may  be 
required  to  develop  an  effective 
standard. 

31.  One  comment  stated  that  it  is 
essential  that  the  Federal  Register  notice 
inviting  offers  to  develop  a  proposed 
standard  contain  accurate  and  not 
merely  speculative  information 
regarding  the  statement  of  risks 
associated  with  the  device.  To  minimize 
the  possibility  of  misleading  and  false 
statements  of  risks  associated  with  the 
device  that  could  result  in  the  device 
being  too  strictly  regulated,  the  comment 
suggested  that  the  agency  should  revise 
proposed  §  861.22(c)  to  have  the 
pertinent  classification  panel  review  the 
statement  of  risks  before  it  is  published 
in  the  Federal  Register. 

The  agency  disagrees  with  this 
suggestion.  Before  the  initiation  of  the 
performance  standard  rulemaking 
process,  the  generic  group  of  devices 
subject  to  a  performance  standard  are 
first  classified  into  class  n  by  regulation. 
As  a  part  of  this  process,  the 
appropriate  classification  panel  or 
panels  identify  the  risks  to  health 
associated  with  the  devices,  and  this 
determination  is  published  in  the 
Federal  Register  for  public  comment.  At 
the  time  of  final  classification,  the 
agency  either  adopts  the  panel’s 
identification  of  risks  to  health  or 
develops  its  own.  There  is  no  need  to 
duplicate  this  process,  as  suggested  by 
the  comment. 

32.  One  comment  suggested  that 
proposed  §  861.22(e)  be  revised  to 
require  FDA  to  evaluate  any  existing 
standards  known  to  the  agency  and  to 
indicate,  in  the  Federal  Register  notice 
inviting  offers  to  .develop  a  proposed 
standard,  any  deficiencies  in  these 
existing  standards. 

Generally,  of  course,  FDA  will  review 
any  existing  standards  before  inviting 
offers  to  develop  a  standard  and  will 
discuss  these  standards  in  the  Federal 
Register  notice.  FDA  does  not  believe, 
however,  that  it  is  necessary  to  amend 
§  861.22(e)  to  require  that  this  be  done. 

33.  Three  comments  said  the  phrase 
“approximate  number  of  products’’  in 
proposed  §  861.22(f)  needs  clarification 
because  it  is  not  clear  whether  the  term 
means  the  number  of  marketed  units  or 
the  niunber  of  kinds  of  models  within  a 
particular  type. 

The  agency  agrees  with  this  comment 
and  therefore  has  added  the  phrase 
“(i.e.,  kinds  of  models)’’  to  §  861.22(f). 


Existing  Standard  as  a  Proposed 
Standard 

34.  Two  comments  suggested  that  the 
agency  should  consider  the  economic 
impact  of  a  proposed  performance 
standard  on  consumers  and  the  device 
industry,  particularly  small 
manufacturers.  One  comment  said  an 
existing  standard  may  be  scientifically 
unimpeachable,  yet  be  anticompetitive 
or  reduce  innovation  in  the  device 
industry. 

The  agency  agrees  that  it  should 
consider  the  possible  economic  and 
anticompetitive  effects  of  an  existing 
standard  that  is  being  considered  for 
adoption.  The  agency  does  not  believe, 
however,  that  the  comment  requires  any 
change  in  the  regulation.  Section 
861.20(e)  provides  for  the  submission  of 
comments  by  interested  persons 
reg£irding  a  proposed  standard. 
Interested  persons  may  comment 
concerning  any  potential 
anticompetitive  aspects  of  the  standard. 
Anticompetitive  features  of  a  proposed 
performance  standard  will  be  carefully 
considered,  especially  as  they  may 
relate  to  smaller  manufactmers. 
Nevertheless,  a  standard  will  not  be 
accepted  or  developed  that 
compromises  safety  and  effectiveness. 

35.  One  comment  recommended  that 
proposed  §  861.24  be  expanded  to 
require  FDA  to  consider  whether  the 
existing  standard  reflects  the  state-of- 
the-art,  and  whether  it  has  a 
physiological  significance  to  the 
ultimate  user. 

Section  861.24  sets  forth  the 
conditions  imder  which  FDA  will  accept 
an  existing  standard  as  a  proposed 
standard.  If  an  existing  standard  is 
accepted  as  a  proposed  standard,  it  will 
be  the  subject  of  a  rulemaking 
proceeding,  and  interested  persons  will 
have  an  opportimity  to  comment  on 
matters  such  as  whether  the  existing 
standard  reflects  the  current  state-of- 
the-art  and  whether  it  has  a 
physiological  significance  to  the  user. 
Then  FDA  will  consider  these  comments 
before  it  establishes  a  final  performance 
standard  for  the  device.  As  a  matter  of 
practicality,  however,  the  agency 
generally  not  accept  an  existing 
standard  if  the  result  will  be  to  prevent 
a  device  fi'om  being  manufactured. 
Therefore,  it  is  not  necessary  to  revise 
§  861.24. 

36.  One  comment  suggested  that  the 
regulation  should  contain  procedures 
that  apply  when  two  or  more  existing 
standards  are  submitted  to  FDA, 
including  provisions  for  the  solicitation 
of  comments  before  the  agency  accepts 
one  of  the  existing  standards. 
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The  agency  notes  that  §  861.24(a](l) 
requires  the  submission  of  an  existing 
standard  to  include:  “a  description  of 
the  procedures  used  to  develop  the 
standard  *  *  *"  The  procedures  to  be 
used  must  provide  for  an  open,  balanced 
evaluation  of  the  standard,  e.g.,  public 
meetings,  reasonable  notice,  and 
opportunity  to  submit  comments. 
Because  the  existing  standard  must  have 
previously  been  analyzed  and  evaluated 
for  any  defects  or  lack  of  consensus  on 
its  struchire,  it  would  be  a  duplication  of 
effort  for  FDA  to  solicit  comments 
before  making  a  decision  on  the  existing 
standard(s]  submitted. 

The  agency  notes  that  it  may  select 
all,  portions,  or  none  of  two  or  more 
submitted  existing  standards.  Once  the 
agency  has  made  a  decision,  however,  it 
must  issue  a  notice  of  proposed 
rulemaking  in  the  Federal  Register,  as 
provided  in  §  861.20.  This  procedure  will 
present  a  further  opportunity  to 
comment  on  the  adequacy  of  the 
accepted  standard. 

37.  One  comment  suggested  that  the 
criteria  for  the  acceptance  of  existing 
standards  in  proposed  §  861.24  should 
be  amended  to  include  a  requirement 
that  the  existing  standard  address  the 
risks  to  health  presented  by  the  device 
because  only  those  considerations  eire 
relevant. 

Section  861.24  states  what  must  be 
included  in  the  submission  of  an  existing 
standard;  it  does  not  establish  the 
criteria  for  judging  a  standard.  In 
determining  whether  a  standard  should 
be  adopted,  FDA  will  consider  the  risks 
to  health  presented  by  the  device  as 
well  as  other  relevant  information. 

For  example,  a  description  of  the 
procedures  used  to  develop  the  standard 
is  needed  so  that  FDA  may  ascertain  the 
scientific  basis  on  which  the  existing 
standard  was  developed  and  whether 
the  standard  was  developed  through  an 
adequate  and  open  process.  No  change 
is  necessary  in  the  final  regulation. 

38.  Two  comments  suggested  that 

§  861.24(a)(2)  be  revised  to  require  that 
the  submission  include  a  description  of 
how  each  portion  of  the  standard  relates 
to  the  risks  identified  in  §  861.22(c).  This 
requirement  would  prevent  the 
submission  of  irrelevant  material. 

FDA  believes  that  the  language  in 
§  861.24(a)(2)  adequately  requires  that 
this  type  of  information  be  included  in 
the  submission,  and  therefore  no  change 
in  the  final  regulation  is  necessary. 

Offer  To  Develop  a  Proposed  Standard 

39.  Five  comments  objected  that  tmder 
proposed  §  861.26(a)(3),  those  offerors 
who  are  most  capable  of  developing 
performance  standards,  e.g., 
manufacturers  or  standards 


organizations,  could  be  excluded  from 
consideration  for  developing  a  standard 
due  to  undefined,  potential  conflicts  of 
interest.  One  comment  suggested  that 
this  provision  be  clarified  by  adding  to 
the  end  of  the  provision  the  statement 
“which  may  be  relevant  with  respect  to 
the  offeror's  qualifications  to  develop  a 
standard  for  the  particular  device.”  The 
comment  noted  that  this  addition  would 
more  closely  conform  proposed 
§  861.26(a)(3)  to  the  language  of  section 
514(c)(3)  of  the  act. 

llie  agency  agrees  with  the  comment. 
The  intent  of  the  disclosure 
requirements  is  to  provide  the  agency 
with  information  regarding  potential 
conflicts  of  interest  of  the  offeror  that 
could  affect  the  development  of  a 
standard.  There  will  be  no  automatic 
disqualification  for  potential  conflicts  of 
interest.  Disqualification  of  the  offeror 
will  occur  when  any  potential  conflicts 
of  interest  outweigh  Ae  offeror’s 
expertise  and  experience.  Accordingly, 
the  recommended  revision  has  been 
added  to  the  final  regulation  with  a 
stylistic  modification,  and  the  statement 
“with  respect  to  the  development  of  the 
standard,”  appearing  at  the  beginning  of 
proposed  $  861.26(a)(3)  has  been  deleted 
from  the  final  regulation. 

40.  One  comment  argued  that  the 
submission  of  information  respecting 
“all  business  entities  in  which  the 
offeror  has  a  fiinancial  interest”  as 
required  by  proposed  §  861.26(a)(3)  is 
not  needed  to  determine  any  potential 
conflicts  of  interest  and  borders  on  an 
invasion  of  privacy. 

The  agency  agrees  with  the  comment. 
As  stated  above,  the  agency  has  revised 
S  861.26(a)(3)  to  require  only  the 
submission  of  information  “which  may 
be  relevant  to  the  offeror's  qualifications 
to  develop  a  standard  for  the  particular 
device.” 

41.  One  comment  recommended  that 
proposed  §  861.26(a)(3)  permit 
consideration  of  a  person's  offer,  even  if 
the  employees  or  consultants  of  the 
offeror  have  a  potential  conflict  of 
interest,  when  the  employees  or 
consultants  possess  the  expertise  and 
capability  to  develop  performance 
standards. 

The  agency  does  not  believe  that  a 
change  is  necessary.  Section  861.26(a)(3) 
only  requires  the  submission  of 
information  concerning  potential 
conflicts  of  interest  of  an  offeror’s 
employees  or  consultants.  The  agency 
will  not  disqualify  an  offer  because  the 
employees  or  consultants  may  have 
potential  conflicts  of  interest  unless  the 
offeror’s  efforts  to  develop  a  satisfactory 
standard  would  be  affected. 

42.  Two  comments  argued  that 
proposed  §  861.26(a)(4)  should  be 


deleted  because  compliance  with 
environmental  regulations  has  no 
relevance  to  the  offeror’s  ability  to 
develop  a  standard,  and  it  is  adequately 
-addressed  in  other  regulatory 
procedures. 

The  agency  is  not  persuaded  that 
S  861.26(a)(4)  should  be  deleted.  The 
purpose  of  tUs  provision  is  to  put  the 
agency  on  notice  whether  the  offeror 
has  complied  with  all  Federal,  State, 
and  local  environmental  requirements, 
e.g.,  the  Clean  Water  Act.  When  issuing 
a  standard,  whether  the  standard  is 
developed  within  the  agency  or  by  an 
offeror,  FDA  must  comply  with  the 
requirements  of  the  National 
Environmental  Protection  Act.  To  ensure 
that  the  agency  can  meet  their 
requirement,  the  agency  must  be 
satisfied  that  the  offeror  can  comply 
with  such  requirements  during  the 
process  of  developing  a  standard. 

43.  One  comment  said  proposed 

§  861.26(a)(6)  and  (7)  contain  no  specific 
means  for  FDA  to  evaluate  the 
descriptions  submitted  by  competing 
offerors  of  how  interested  persons  will 
be  given  reasonable  and  adequate 
notice  of  their  right  to  participate  in  the 
development  of  standards  and  the 
methods  of  participation. 

FDA  does  not  believe  that  any  change 
in  the  final  regulation  is  necessary.  FDA 
will  judge  competing  offers  in  light  of  its 
self-imposed  policy,  stated  in  §  861.5,  to 
invite  participation,  to  the  maximum 
extent  practical,  by  all  persons  and 
organizations  who  may  make  a 
significant  contribution  to  the  standards. 
The  provisions  of  §  861.26(a)(6)  and  (7), 
which  implement  section  514(e)(4)(B]  of 
the  act,  provide  that  all  offerors  also 
must  describe  when  and  how  any 
interested  person,  e.g.,  manufacturers, 
competitors,  consumers,  physicians,  and 
academia,  may  participate.  Such 
participation  may  include  submission  of 
written  comments  or  discussions  at 
public  meetings  regarding  ir  'ues  relating 
to  the  development  of  the  performance 
standard.  These  requirements  are 
mandatory,  and  if  an  offeror  fails  to 
provide  sufficient  opportunity  to 
comment,  FDA  will  reject  that  offer. 

44.  One  comment  suggested  proposed 
§  861.26(a)(10)  be  modified  to  allow  the 
offeror  to  submit  appropriate  existing 
test  data  obtained  through  previous 
experience  with  the  device. 

The  agency  agrees  with  the  comment. 
Previously  developed  test  data  or  other 
appropriate  information  could  reduce 
the  period  required  to  develop  the 
standard.  Accordingly,  the  statement  “or 
has  used,”  has  been  inserted  following 
the  statement  “the  offeror  intends  to 
use  *  *  *”  in  the  final  regulation. 
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45.  One  comment  urged  that  proposed 
S  861.26(a)(12)  require  that  all  offerors 
develop  a  standa^  to  be  funded  by  FDA 
to  prevent  unnecessary  influence  from 
certain  groups  or  individuals. 

The  agency  rejects  the  comment 
because  to  provide  compensation  for  all 
accepted  offers  would  be  an 
unnecessary  expenditure  of  funds. 
Financial  information  submitted  by  an 
offeror  under  §  861.26(a)(12)  will  help 
demonstrate  the  need  for  funding  by 
FDA,  if  the  offeror  requests  it.  Any 
undue  influence  by  persons  or  groups  on 
the  offeror  in  the  development  of  a 
standard  should  be  prevented  through 
information  obtained  from  §  861.26(a)(3), 
which  provides  for  the  disclosure  of 
potential  conflicts  of  interest  by  the 
offeror  and  through  the  open  public 
process  required  in  $  861.26(a)(6)  and 
(7). 

Acceptance  of  Offer  to  Develop  a 
Standard 

46.  Three  comments  argued  that 
proposed  S  861.28(a)  should  be  revised 
to  allow  an  offeror  who  is  qualifled  to 
develop  a  sound  performance  standard 
to  do  so  even  if  the  offeror  has  a 
flnancial  interest  in  the  particular  device 
or  in  the  device  industry  generally.  The 
comment  argued  that  it  would  be 
unrealistic  to  reject  an  offeror  who  has  a 
flnancial  interest  because  voluntary 
standards  organizations  frequently 
obtain  the  technical  expertise  for  writing 
a  standard  from  industry  members  and 
physicians  who  have  a  flnanqial  interest 
in  the  device  for  which  a  standard  is 
written.  One  comment  said  it  is 
impractical  to  select  a  less  qualifled 
offeror  who  has  no  flnancial  interest  in 
the  device  or  in  the  device  industry 
generally  over  an  offeror  with  more 
competence  and  experience  but  with  a 
flnancial  interest,  llie  comment 
suggested  that  the  offeror  with  lesser 
flnancial  interests  be  selected  only 
when  two  offerors  are  equally  qualifled. 

In  response  to  these  comments,  FDA 
advises  that  it  will  not  reject  an  offer 
merely  because  the  offeror  has  a 
flnancial  interest  in  the  device  or  in  the 
device  industry.  Rather,  the  agency  will 
weigh  any  potential  conflict  of  interest 
against  the  offeror’s  expertise  and 
experience.  Other  things  being  equal, 
however,  the  offeror  with  no  conflict 
will  be  given  preference  as  provided  in 
§  861.28(a).  Therefore,  the  change 
suggested  by  the  comment  is  not 
accepted. 

Development  of  Standards 

47.  One  comment  said  Part  861  does 
not  provide  for  submission  of  comments 
and  objections  by  interested  persons 
regarding  the  development  of  a  standard 


or  amendment  or  revocation  of  an 
existing  standard. 

FDA  points  out  that  S  861.30(a)(2) 
requires  the  developer  of  a  standard  to 
provide  an  opportunity  for  comment  and 
to  specify  the  method  by  which 
interested  persons  can  submit  oral  or 
written  comments.  Regarding  offers  to 
develop  a  proposed  standard, 

S  861.26(a)(6)  and  (7)  describes  how 
interested  persons  will  be  able  to 
participate  in  the  development  of  a 
standard.  Where  an  existing  standard  is 
subject  to  an  amendment  or  revocation 
proceeding,  §  861.34(d)  specifles  that 
such  proceeding  is  subject  to  the 
agency's  rulemaking  procedures  in 
S  10.40  (21  CFR  10.40),  which  require 
that  interested  persons  be  given  an 
opportunity  to  submit  comments. 

48.  Two  comments  expressed  concern 
that  the  present  means  of  requesting  and 
evaluating  comments  from  interested 
persons  by  firms  or  standards-writing 
organizations  was  not  sufficiently 
addressed  in  proposed  $  861.30(a)(2). 
One  comment  said  that  publishing  a 
notice  to  interested  persons  in  the 
Federal  Register  or  holding  meetings 
would  not  result  in  a  sufficiently  broad- 
based  participation.  The  comment  urged 
that  other,  more  popular,  forums  be  used 
so  that  interested  persons,  particularly 
potential  users  of  the  device,  may 
participate  if  they  so  choose.  Another 
comment  mged  the  agency  to  provide 
means  whereby  the  section  within  the 
standards-setting  organization  that 
analyzes  the  comments  or  holds 
meetings  is  sufficiently  balanced  with 
consumers  and  professionals  so  that  a 
meaningful  and  reasonable  standard  is 
developed. 

FDA  notes  that  private  Arms  and 
voluntary  standards  organizations  will 
not  be  able  to  use  the  Federal  Register 
to  make  annoimcements.  The  agency 
will  use  the  Federal  Register  to  make 
announcements  about  the  standards 
development  process,  whether 
developed  by  FDA  or  offerors,  whenever 
it  is  appropriate.  FDA  will  make  sure 
that  other  standards  developers  use 
other  methods  to  make  interested 
persons  aware  that  comments  on  a 
matter  are  requested  or  that  meetings 
are  to  be  held,  and  the  agency  itself  will 
also  use  these  other  methods.  Methods 
of  making  this  information  available  to 
the  general  public  will  include  press 
releases,  mailing  information  to  those 
parties  registered  with  FDA  as 
manufacbirers  of  devices  that  are  the 
subject  of  the  standard,  and  providing 
information  to  nationally  recognized 
professional  associations  known  to  have 
an  interest  in  a  product.  The  agency  will 
monitor  standards  developers  to  assure 


that  they  are  providing  wide  distribution 
of  information  regarding  the 
development  of  standees. 

FDA  will  carefully  scrutinize  the 
evaluation  process  employed  by  offerors 
to  ensure  that  all  comments  have  been 
carefully  and  impartially  considered.  Of 
course,  if  FDA  determines  that  the 
requirements  of  S  861.30(a)(2)  are  not 
met,  the  agency  will  reject  a  standard 
developed  by  the  offeror. 

49.  One  comment  said  9  861.30  should 
be  revised  to  include  a  requirement  that 
persons  who  are  developing  a 
performance  standard  reveal  any  other 
interested  persons  they  may  represent 

The  agency  believes  that  a  change  in 
the  regulation  is  not  necessary  to 
accomplish  this  goal.  Section 
861.24(a)(1)  requires  that  an  existing 
standard  submitted  to  FDA  include  a  list 
of  persons  and  organizations  that 
participated  in  the  development  of  the 
standard,  and  9  861.26(a)(3)  requires  the 
maker  of  an  offer  to  develop  a  standard 
to  submit  to  FDA  information  relating  to 
potential  conflicts  of  interest.  Such 
information  is  available  for  public 
disclosure  as  provided  in  9  861.26(b). 

50.  Two  comments  recommended 
deletion  of  the  requirement  in  proposed 
9  861.30(b)(2)  that  a  developer  permit 
FDA  inspection  of  a  developer’s 
facilities  and  development  activities. 

One  comment  said  such  inspections 
would  not  be  practical  in  determimng 
whether  satisfactory  progress  is  being 
made  toward  developing  the  standard  in 
accordance  with  the  terms  of  the 
accepted  offer,  within  the  designated 
time  period. 

The  agency  is  not  persuaded  that  this 
requirement  should  be  deleted.  Section 
514(e)(4)(C)  of  the  act  requires  a 
developer  to  maintain  records  to 
disclose  the  course  of  the  development 
of  a  proposed  performance  standard. 
Section  514(e)(4)(E)  also  requires  a 
developer  to  submit  periodic  progress 
reports  dining  the  development  of  a 
proposed  performance  standard.  It  may 
be  necessary  for  FDA  to  inspect  a 
developer’s  facilities  if,  after  examining 
the  records  and  periodic  progress 
reports,  the  agency  is  Unable  to 
determine  whether  satisfactory  progress 
is  being  made.  The  comments  are 
rejected. 

51.  One  comment  on  proposed 

9  861.30(c)  suggested  that  ffie  third 
sentence — ^relating  to  actions  the  agency 
may  take  after  determining  whether  the 
developer  is  able  and  willing  to 
complete  the  proposed  standard  within 
the  designated  time  period — be 
amended  by  adding  the  phrases  “or  a 
reasonable  time  period  thereafter’’  and 
"or  order  the  person  to  complete  the 
standard  within  the  agreed  upon  time 
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schedule."  This  change  would  provide 
greater  flexibility  where  the  agency 
determines  it  is  not  appropriate  to 
terminate  the  developer’s  participation 
in  the  development  of  a  standard  or  to 
extend  the  standard  development 
period. 

The  agency  agrees  in  part  with  the 
comment,  and  f  861.30(c)  in  the  final 
regulation  is  revised  to  provide  that 
FDA  may  determine  that  a  standard  can 
be  developed  within  the  designated  time 
period  based  on  the  information 
available  to  it  It  is  unnecessary  to 
provide  specifically  for  “a  reasonable 
time"  beyond  the  designated  time  period 
because  the  agency  may  extend  the 
period  for  completion  of  a  standard 
based  on  the  facts  relating  to  the 
specific  standard.  However,  the  phrase 
"or  direct  the  person  to  complete  the 
standard  within  the  designated  time 
period”  has  been  added  to  the  final 
regulation. 

Contribution  by  the  Food  and  Drug 
Administration  to  the  Costs  of 
Developing  a  Proposed  Standard 

52.  Two  comments  objected  to 
proposed  §  861.32.  One  comment  said 
FDA  has  no  authority  to  fund 
participation  in  the  development  of  a 
proposed  standard.  Another  comment 
argued*that  the  prohibition  in 
§  861.32(c)(2)  of  providing  funds  for  the 
"costs  for  ^e  payment  of  salaries  in 
excess  of  the  amount  paid  by  the  offeror 
at  the  time  immediately  preceding  the 
offer  *  *  *"  contradicts  proposed 
§  861.32(b)(3),  which  allows  FDA  to  fund 
“preparation  of  and  participation  in 
public  review  of  draft  standards.” 

FDA  disagrees  with  these  comments. 
Section  514(e)(3)  of  the  act  authorizes 
FDA  to  contribute  funds  towards  certain 
costs  incurred  in  the  development  of  a 
standard.  Any  funding  will  be  premised 
on  a  determination  by  FDA  that  the 
contribution  is  likely  to  result  in  the 
development  of  a  more  satisfactory 
standard.  The  language  in  §  861.32(c)(2) 
does  not  contradict  the  language  in 
§  861.32(b)(3);  it  merely  limits  Ae  extent 
to  which  roA  will  fund  preparation  of 
and  participation  in  public  review  of 
draft  standards. 

FDA  also  wishes  to  point  out  that 
Congress  did  not  intend  that  the 
invitation  to  submit  or  develop  a 
proposed  performance  standaird  be 
construed  as  procurement,  and  therefore 
it  will  not  be  subject  to  section  8  of  the 
Small  Business  Act  (relating  to 
procurement  contracts)  or  &e 
requirement  under  41  U.S.C.  5  (relating 
to  the  requirement  of  advertising  before 
contracting)  (H.R.  Rep.  No.  94-853  at  27). 


Amendment  or  Revocation  of  a 
Standard 

53.  Two  comments  on  8  861.34(a) 
recommended  a  periodic  evaluation  of 
standards  at  maximum  specified 
intervals  to  account  for  progress  in 
technology  in  the  device  industry.  One 
conunent  said  there  should  be  an 
automatic  review  based  on  submission 
of  relevant  evidence. 

FDA  disagrees  with  the  comments. 
Each  standard  regulates  a  different  type 
of  device.  To  examine  all  standards  at 
fixed  periods  of  time  would  be 
inappropriate  and  wasteful.  A  person 
with  new  or  important  data  regarding 
either  a  standard  or  a  device  should 
notify  FDA  and  request  appropriate 
action. 

54.  One  comment  noted  that  proposed 
8  861.34,  read  together  with  proposed 

8  861.36(c),  which  deals  with  the 
effective  dates  of  standards,  would 
make  an  amendment  or  revocation  of  an 
existing  standard  effective  immediately 
upon  its  publication  in  the  Federal 
Register.  The  comment  noted  that  this 
procedure  could  allow  a  competitor  to 
develop  a  monopoly,  as  well  as  to 
prevent  other  finns  firom  having  an 
opportunity  to  comment  on  an 
amendment  or  revocation  petition.  The 
comment  suggested  that  proposed 
8  861.34  be  revised  to  require  FDA  to 
publish  in  the  Federal  Register  a  notice 
announcing  receipt  of  a  petition  to 
amend  or  revoke  a  standard  so  that 
interested  persons  may  comment  on  the 
petition.  The  comment  noted  that 
8  10.30(d)  (21 CFR  10.30(d)).  although 
providing  for  an  opportunity  for 
submission  of  comments  on  a  petition, 
does  not  give  interested  persons  any 
notice  of  receipt  of  a  petition. 

FDA  believes  that  8  861.34  adequately 
provides  an  opportunity  for  comment. 
Section  861.34(d)  provides  that  all 
proceedings  to  amend  or  revoke  a 
performance  standard  shall  be 
conducted  in  accordance  with 
rulemaking  procedures  set  forth  in 
8 10.40,  which  provides  for  a  notice  and 
comment  period.  Thus,  FDA  will  not 
ordinarily  revoke  or  amend  a 
performance  standard  without 
publishing  a  proposal  in  the  Federal 
Register  for  comment.  Any  proposal  that 
is  published  in  response  to  a  petition 
would  state  that  fact,  thereby  providing 
notice  of  receipt  of  the  petition,  as  well 
as  opportunity  to  comment  on  it. 
Although  8  861.36(c)  provides  that  FDA 
may  declare  a  regulation  amending  a 
standard  effective  immediately  upon  its 
publication  in  the  Federal  Regbter,  the 
agency  emphasizes  that  this  section  also 
provides  that  before  publishing  such  an 
amendment,  an  informal  hearing  must 


be  held,  as  provided  in  21  CFR  Part  16, 
to  determine  whether  such  an  action 
would  be  in  the  public  interest.  Any 
interested  person  who  attends  a  hearing 
held  under  Part  16  may  participate  to  the 
extent  of  presenting  relevant 
information. 

55.  Two  comments  argued  that 
proposed  8  861.34  (c)  and  (d)  should  be 
revised  to  provide  for  an  additional, 
speedier  means  of  effecting  necessary 
changes  in  existing  standards.  One 
comment  argued  that  the  present 
method  of  amending  or  revoking 
standards  is  too  slow  to  provide  for 
innovations  that  could  reduce  the  cost  of 
patient  care.  Another  conunent 
suggested  that  a  person,  presiunably  a 
manufacturer  or  sponsor  of  medical 
devices,  be  given  the  opportunity  to 
change  a  standard  if;  (1)  the  change  does 
hot  affect  the  risk-benefit  ratio,  (2)  the 
person  notifies  FDA  before  making  the 
change,  and  (3)  FDA  does  not  notify  the 
person  within  60  days  not  to  make  a 
change  in  the  standard. 

FDA  rejects  the  comments.  The 
present  structure  of  8  861.34  (b).  (c),  and 
(d)  permits  rapid  amendment  or 
revocation  of  an  existing  standard,  if 
necessary,  while  also  allowing  public 
participation  through  notice  and 
comment  on  rulemaking,  as  provided  in 
8 10.40  (b)  and  (e).  To  allow  a  person  on 
his  or  her  own  initiative  to  change  a 
standard,  even  after  notifying  FDA, 
would  render  meaningless  the  public 
participation  procedures  set  forth  for 
establishing,  amending,  or  revoking  a 
standard  and  also  could  lead  to  a 
profusion  of  different,  uncoordinated 
changes  in  existing  standards.  Such 
activities  are  not  authorized  by  the  act 

Effective  Dates 

56.  Foiu*  comments  objected  to 
8  861.36(b),  which  provides  that  a 
standard  generally  will  take  effect  1 
year  after  publication  of  the  final 
standard  in  the  Federal  Register.  One 
comment  said  this  provision  ignores  the 
economic  realities  of  device 
manufachiring  because  the  time 
between  the  production  and  delivery  of 
a  device  may  be  more  than  1  year. 
Another  comment  said  that  a  premature 
effective  date  could  result  in  the 
disruption  of  patient  care  during  the 
transition  from  old  equipment  to  new 
equipment.  One  comment  recommended 
that  generally  2  years  be  allowed  before 
a  standard  becomes  effective,  consistent 
with  public  health  and  safety. 

FDA  advises  that  the  1-year  period  is 
not  intended  to  be  the  maximum  time 
allocated  for  a  standard  to  become 
effective.  The  agency  will  designate  an 
effective  date  only  after  reviewing  all 
available  information,  including . 
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economic  factors  and  patient  care 
needs.  Section  514(g)(3)(B)  of  the  act 
requires  that  the  effective  date  “be 
established  so  as  to  minimize,  consistent 
with  the  public  health  and  safety, 
economic  loss  to,  and  disruption  or 
dislocation  of  domestic  and 
international  trade."  The  legislative 
history  states  (H.R.  Rep.  No.  94-853,  p. 
30):  “The  committee  recognizes  that  it 
will  take  some  time  for  devices  on  the 
market  on  the  date  of  the  establishment 
of  a  performance  standard  to  conform  to 
the  standard.”  Consequently,  FDA, 
when  necessary,  may  establish  an 
effective  date  longer  than  1  year,  e.g.,  to 
provide  for  manufacturing  and  delivery 
of  new  devices  that  must  conform  to  the 
regulation.  A  longer  period  of  time  may 
also  be  applied  to  amendments  or 
revocation  of  an  existing  standard, 
unless,  as  with  establis^ent  of  a  new 
standard,  an  earlier  effective  date  is 
required  to  protect  the  public  health  and 
safety.  The  agency  emphasizes, 
however,  that  “stock-piling”  of 
nonconforming  devices  is  discouraged 
because  all  devices  in  commercial 
channels  must  conform  to  a  standard  on 
its  effective  date.  Thus,  the  agency 
concludes  that  the  comments  do  not 
warrant  any  change  in  the  effective  date 
provisions. 

57.  One  comment  suggested  that 

§  861.36(b)  be  claritied  to  state  that  the 
effective  date  of  a  standard  generally 
will  be  1  year  after  publication  unless  a 
shorter  or  longer  time  is  specified  in 
each  standard,  or  imless  ^A,  for 
purposes  of  public  safety,  deems 
another  period  necessary. 

The  suggestion  is  not  adopted.  FDA 
believes  that  $  861.36  clearly  states  the 
general  rules  with  respect  to  the 
effective  dates  of  performance 
standards. 

58.  One  comment  stated  that  a  shorter 
period  than  1  year  should  be  used  only 
on  a  finding  that  a  serious  health  hazard 
to  the  public  is  involved,  and  then  the 
standard  should  not  become  effective 
for  at  least  4  months. 

The  agency  advises  that  a  standard 
will  not  become  effective  earlier  than  1 
year  after  publication  in  the  Federal 
Register  unless  an  earlier  effective  date 
is  needed  to  protect  the  public  health 
and  safety,  llie  agency  believes  that 
given  the  widely  varying  nature  of 
devices  being  regulated  by  performance 
standards,  a  fixed  period  of  time,  such 
as  4  months  before  a  standard  can 
become  effective,  would  be  too 
inflexible  and  would  not  serve  the 
public  interest. 

59.  One  comment  objected  that  under 
S  861.36(c)  the  manufacturer  of  a  device 
for  which  an  amended  standard 
becomes  effective  upon  publication  of  a 


proposed  regulation  would  have  to 
terminate  production  of  the  device  upon 
publication  of  the  proposal.  The 
comment  argued  that  the  manufacturer 
could  not  make  the  product  in 
conformance  with  the  old  standard 
because  it  could  not  be  marketed  after 
publication  of  the  proposal;  nor  could 
the  manufacturer  make  it  in 
conformance  with  the  amended 
standard  because  the  amended  standard 
could  be  changed  as  a  result  of 
comments. 

The  agency  disagrees  with  the 
comment.  Section  861.36(c)  is  virtually 
identical  to  section  514(g)(4)(B)  of  the 
act,  which  provides: 

The  Secretary  may  declare  a  proposed 
amendment  of  a  performance  standard  to  be 
effective  on  and  after  its  publication  in  the 
Federal  Register  and  until  the  effective  date 
of  any  final  action  taken  on  such  amendment 
if  he  determines,  after  affording  all  interested 
persons  an  opportunity  for  an  informal 
hearing,  that  making  it  so  effective  is  in  the 
public  interest  A  proposed  amendment  of  a 
performance  standard  made  so  effective 
under  the  preceding  sentence  may  not 
prohibit  during  the  period  in  which  it  is  so 
effective,  the  introduction  or  delivery  for 
introduction  into  interstate  commerce  of  a 
device  which  conforms  to  such  standard 
without  the  change  or  changes  provided  by 
such  proposed  amendment. 

The  legislative  history  (H.R.  Rep.  No. 
94-853,  p.  30)  states:  “lUs  expedited 
approach  is  intended  to  stimulate 
desirable  changes  in  standardized 
products  without  penalizing 
manufacturers  of  products  on  the  market 
that  conform  to  existing  standards.” 
Thus,  a  device  that  does  not  conform  to 
the  amended  standard  could  continue  to 
be  marketed  until  final  action  is  taken 
on  the  proposed  amendment,  although, 
in  accordance  with  the  expression  of 
legislative  intent,  the  agency  encourages 
early  compliance  with  any  amended 
standard. 

Standards  Advisory  Committees 

60.  Two  comments  objected  to  the 
general  structure  of  proposed  §  861.38. 
One  comment  said  the  use  of  standards 
advisory  committees  would  be  too  slow 
and  cumbersome  to  effect  necessary 
changes  in  performance  standards 
needed  to  keep  pace  with  improvements 
in  device  technology.  Another  comment 
said  current  members  of 
nongovernmental  voluntary  standards 
organizations  could  meet  the  objectives 
of  the  advisory  committee. 

FDA  points  out  that  section 
514(g)(5)(A)  of  the  act  requires  a 
standards  advisory  committee  to 
provide  FDA  with  a  repprt  and 
recommendation,  together  with  all 
underlying  data  and  information  and  a 
statement  of  the  reason  or  basis  for  the 


recommendation,  within  60  days  after 
the  agency  refers  a  proposed  regulation 
to  it  Moreover,  standards  advisory 
committees  will  not  be  used 
automatically,  but  only  when  there  is 
need  for  the  exercise  of  scientific 
judgment  not  possessed  by  FDA. 

Beyond  the  fact  that  the  act  provides  for 
the  agency  to  establish  formally 
advisory  committees  and  established 
the  time  within  which  any  advisory 
committee  must  respond  to  referral  of  a 
proposed  regulation,  the  comment  did 
not  supply  any  evidence  that  this 
process  would  impede  improvements  in 
technology.  The  comment  is  rejected. 
The  second  comment  was  not  clear  as  to 
the  meaning  of  meeting  the  objectives  of 
the  advisory  committee.  However, 
assuming  the  comment  was  arguing  that 
the  volimtary  standards-setting  process 
would.be  faster  or  less  cumbersome 
than  the  advisory  committee  process, 
the  agency  concludes  that  to  request  a 
report  from  an  existing  voluntary 
standards  organization  would  not  be 
faster  or  more  logical  because  the  act 
specifically  provides  for  advisory 
committees  to  be  used  only  when  FDA, 
in  its  judgment,  determines  it  is 
necessary.  The  second  comment  is  also 
rejected. 

61.  Two  comments  recommended 
changes  in  §  861.38(a)  regarding  the 
composition  of  the  stcmdards  advisory 
committees.  One  comment  said  FDA 
should  appoint  members  of  the 
appropriate  classification  panel  to  the 
advisory  committee  considering  the 
standard  to  ensure  a  continuity  in  the 
development  of  a  sound  standard. 
Another  comment  suggested  that 
consumer  and  industry  representatives 
be  given  voting  power  on  the  advisory 
committee. 

Although  §  861.38(a)  and  section 
514(g)(5)(B)  of  the  act  provide  that  a 
committee  may  not  consist  entirely  of 
classification  panel  members,  the 
preamble  to  the  proposal  and  legislative 
history  of  the  act  provide  that  FDA  may 
appoint  individual  members  of  the 
relevant  classification  panel  to  the 
committee.  The  agency,  however,  does 
not  believe  it  is  appropriate  to  require 
that  every  standards  advisory 
committee  contain  classification  panel 
members.  Section  514(g)(5)(B)  of  the  act 
and  21  CFR  14.84(b)  prohibit  consumer 
and  industry  representatives  of  the 
committees  from  voting.  Thus,  the 
comments  do  not  require  any  change  in 
the  regulation. 

62.  One  comment  said  §861.38(b) 
should  be  changed  to  provide  that  the 
standards  advisory  committee  consider 
issues  other  than  Aose  requiring  the 
exercise  of  scientific  judgment 
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FDA  disagrees.  Section  514(g)(5)(A)  of 
the  act  specifically  limits  the  issues  to 
be  evaluated  by  the  standards  advisory 
committees  to  diose  requiring  the  use  of 
scientiHc  judgment.  Other  issues  should 
be  addressed  during  the  comment  period 
provided  in  the  processes  for  developing 
both  the  classification  and  performance 
standard  regulations. 

Therefore,  under  the  Federal  Food. 
Drug,  and  Cosmetic  Act  (secs.  501,  502, 
513,  514,  701,  52  Stab  1049-1051  as 
amended,  1055-1056  as  amended,  90 
Stat.  540-552  (21  U.S.C.  351,  352,  360c. 
360d,  371))  and  under  authority 
delegated  to  the  Conunissioner  (21  CFR 
5.1),  Chapter  I  of  Title  21  of  the  Code  of 
Federal  Regulations  is  amended  as 
follows: 

PART  16— REGULATORY  HEARING 
BEFORE  THE  FOOD  AND  DRUG 
ADMINISTRATION 

1.  In  Part  16,  by  adding  new  paragraph 

(b) (33)  to  §  16.1,  to  read  as  follows: 

§  16.1  Scope. 

«  *  *  *  * 

(b) *  *  * 

(33)  Section  861.36  of  this  chapter, 
relating  to  an  immediate  effective  date 
for  proposed  regulations  amending 
performance  standards  for  medical 
devices. 

PART  20— PUBLIC  INFORMATION 

2.  In  Part  20,  by  adding  new  paragraph 

(c) (32)  to  §  20.100,  to  read  as  follows: 

§  20.100  Applicability;  cross-reference  to 
other  regulations. 

***** 

(c)  *  *  * 

(32)  Data  and  information  submitted 
in  offers  to  develop  a  proposed 
performance  standard  for  medical 
devices,  in  §  861.26  of  this  chapter. 

PART  809-IN  VITRO  DIAGNOSTIC 
PRODUCTS  FOR  HUMAN  USE 

3.  In  Part  809: 

a.  In  §  809.3,  by  revising  paragraph  (a) 
and  revoking  and  reserving  paragraph 
(c)  as  follows: 

§  809.3  Definitions. 

(a)  “In  vitro  diagnostic  products”  are 
those  reagents,  instruments,  and 
systems  intended  for  use  in  the 
diagnosis  of  disease  or  other  conditions, 
including  a  determination  of  the  state  of 
health,  in  order  to  cure,  mitigate,  treat, 
or  prevent  disease  or  its  sequelae.  Such 
products  are  intended  for  use  in  the 
collection,  preparation,  and  examination 
of  specimens  taken  from  the  human 
body.  These  products  are  devices  as 
defined  in  section  201(h)  of  the  Federal 
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Food,  Drug,  and  Cosmetic  Act  (the  act), 
and  may  also  be  biological  products 
subject  to  section  351  of  the  Public 
Health  Service  Act 

***** 

(c)  [Reserved] 

***** 

b.  By  revising  §  809.4,  to  read  as 
follows: 

$  809.4  Confidentiality  of  submitted 
infonnation. 

Data  and  information  submitted  under 
§  809.10(c)  that  are  shown  to  fall  within 
the  exemption  established  in  S  20.61  of 
this  chapter  shall  be  treated  as 
confidential  by  the  Food  and  Drug 
Administration  and  any  person  to  whom 
the  data  and  information  are  referred. 
The  Food  and  Drug  Administration  will 
determine  whether  information 
submitted  will  be  treated  as  confidential 
in  accordance  with  the  provisions  of 
Part  20  of  this  chapter. 

c.  By  revising  the  introductory  text  of 
paragraph  (c)  of  S  869.10,  to  read  as 
follows: 

§809.10  Labeling  for  in  vitro  diagnostic 
products 

***** 

(c)  A  shipment  or  other  delivery  of  an 
in  vitro  diagnostic  product  shall  be 
exempt  fi'om  the  requirements  of 
paragraphs  (a)  and  (b)  of  this  section 
and  from  a  standard  promulgated  imder 
Part  861  provided  that  the  following 
conditions  are  met: 
***** 

§§  809.30, 809.34,  and  809.35  [Revoked] 

d.  By  revoking  Subpart  D — ^In  Vitro 
Diagnostic  Products  for  Human  Use, 
including  §  809.30  Procedure  for 
establishing,  amending  or  repealing 
standards,  §  809.34  Court  appeal,  and 
§  809.35  Regulatory  action. 

4.  By  adding  new  Part  861,  to  read  as 
follows: 

PART  861— PROCEDURES  FOR 
PERFORMANCE  STANDARDS 
DEVELOPMENT 

Subpart  A— General 

Sec. 

861.1'  Purpose  and  scope. 

661.5  Statement  of  policy. 

861.7  Contents  of  standards. 

Subpart  B— Procedures  for  Performance 
Standards  Development  and  Publication 

861.20  Summary  of  standards  development 
process. 

861.22  Invitation  for  a  standard. 

861.24  Existing  standard  as  a  proposed 
standard. 

861.26  Offer  to  develop  a  proposed 
standard. 

861.28  Acceptance  of  offer  to  develop  a 
standard. 
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Sec. 

861.30  Development  of  standards. 

861.32  Contribution  by  the  Food  and  Drug 
Administration  to  the  costs  of  developing 
a  proposed  standard. 

861.34  Amendment  or  revocation  of  a 
standard. 

861.36  Effective  dates. 

861.38  Standards  advisory  committees. 

Authority:  Secs.  501,  502, 513,  514,  701, 52 
Stab  1049-1051  as  amended,  1055-1056  as 
amended,  90  Stat.  540-652  (21  U.S.C.  351,  352, 
360c,  360d,  371). 

Subpart  A— General 

§  861.1  Purpose  and  scops. 

(a)  This  part  implements  section  514 
of  the  act  with  respect  to  the  initiation, 
development,  establishment, 
amendment,  and  revocation  of 
performance  standards  applicable  to 
devices  intended  for  human  use. 

(b)  Performance  standards  may  be 
established  for:  (1)  a  class  n  device:  (2)  a 
class  in  device  which,  upon  the  effective 
date  of  the  standard,  is  reclassified  into 
class  II;  and  (3)  a  class  III  device,  as  a 
condition  to  premarket  approval  under 
section  515  of  the  act  to  reduce  or 
eliminate  a  risk  or  risks  associated  with 
such  device. 

(c)  References  in  this  part  and  Parts 
12, 13, 14, 15,  and  16  to  regulatory 
sections  of  the  Code  of  Federal 
Regulations  are  to  chapter  I  of  Title  21 
unless  otherwise  noted. 

§  861.5  Statement  of  poli^. 

In  carrying  out  its  duties  under  this 
section,  ^e  Food  and  Drug 
Administration  will,  to  the  maximum 
extent  practical: 

(a)  Use  personnel,  facilities,  and  other 
technical  support  available  in  other 
Federal  agencies; 

(b)  Consult  with  other  Federal 
agencies  concerned  with  standard 
setting  and  other  nationally  or 
internationally  recognized  standard¬ 
setting  entities;  and 

(c)  Invite  participation,  through 
conferences,  workshops,  or  other  means, 
by  representatives  of  scientific, 
professional,  industry,  or  consumer 
organizations  who  can  make  a 
significant  contribution. 

§  861.7  Contents  of  standards. 

Any  performance  standard 
established  under  this  part  will  include 
such  provisions  as  the  Food  and  Drug 
Administration  determines  are 
necessary  to  provide  reasonable 
assurance  of  the  safety  and 
effectiveness  of  the  device  or  devices  for 
which  it  is  established.  Where 
necessary  to  provide  such  assurance,  a 
standard  will  address  (but  need  not  be 
limited  to): 

(a)‘Performance  characteristics  of  the 
device; 
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(b)  The  design,  construction, 
components,  ingredients,  and  properties 
of  the  device,  and  its  compatibility  with 
power  systems  and  connections  to  such 
systems; 

(c)  The  manufacturing  processes  and 
quality  control  procedures  applicable  to 
the  device; 

(d)  Testing  of  the  device  on  either  a 
sample  or  a  100-percent  basis  by  the 
manufacturer,  or,  if  it  is  determined  that 
no  other  more  practical  means  are 
available  to  the  Food  and  Drug 
Administration  to  assure  the  conformity 
of  the  device  to  the  standard,  providing 
for  testing  by  the  Food  and  Drug 
Administration  or  a  third  person  to 
ensiue  that  the  device  conforms  to  the 
standard; 

(e)  The  publication  of  the  results  of 
each  test  or  of  certain  tests  of  the  device 
to  show  that  the  device  conforms  to  the 
portions  of  the  standard  for  which  the 
test  or  tests  were  required; 

(f)  Manufacturers'  certification  to 
purchasers  or  to  the  Food  and  Drug 
Administration  that  the  device  conforms 
to  the  applicable  performance  standard; 

(g)  Restrictions  on  the  sale  and 
distribution  of  the  device,  but  only  to  the 
extent  authorized  under  section  520(e)  of 
the  act; 

(h)  The  use,  and  the  form  and  content, 
of  labeling  for  the  proper  installation, 
maintenance,  operation,  and  use  of  the 
device.  Among  the  provisions  that  may 
be  required  in  the  labeling  are  warnings; 
storage  and  transportation  information; 
expiration  dates;  the  date  and  place  of 
manufacture;  the  results  that  may  be 
expected  if  the  device  is  used  properly; 
the  ranges  of  accuracy  of  diagnostic 
information;  instructions  regarding  the 
proper  care  of,  and  the  proper 
components,  accessories,  or  other 
equipment  to  be  used  with  the  device; 
and  statements  concerning  the 
appropriate  patient  population,  for 
example,  a  statement  that  the  device  is 
considered  safe  and  effective  only  when 
used  by,  or  in  the  treatment  of,  a  patient 
who  has  been  tested  by  paurticular 
designated  procedures  and  foimd  to 
have  an  illness  or  condition  for  which 
use  of  the  device  is  indicated  by  a 
person  skilled  in  the  use  of  the  device. 

Subpart  B— Procedures  for 
Performance  Standards  Development 
and  Publication 

§  861.20  Summary  of  standards 
development  proce^ 

The  procedure  by  which  a 
performance  standard  for  a  device  may 
be  developed  and  promulgated  is  as 
follows: 

(a)  The  Food  and  Drug  Administration 
will  initiate  a  proceeding  for  the 


development  of  a  performance  standard 
for  a  device  by  publishing  in  the  Federal 
Register  a  notice  of  opportunity  to 
request  (within  15  days  of  the  date  of 
publication  of  the  notice) 
reclassification  of  the  device  in 
accordance  with  §  860.130. 

(b)  If,  after  publication  of  a  notice 
under  paragraph  (a)  of  this  section,  the 
Food  and  Drug  Administration  receives 
a  request  to  change  the  classification  of 
the  device,  the  Food  and  Drug 
Administration  will,  within  60  days  of 
the  publication  of  the  notice,  by  order 
published  in  the  Federal  Register,  either 
deny  the  request  or  give  notice  of  intent 
to  initiate  a  change  in  the  classification. 

(c)  If  the  Food  and  Drug 
A^inistration  determines  that  the 
device  will  remain  classified  in  class  II, 
a  notice  will  be  published  in  the  Federal 
Register  inviting  any  person,  including 
any  Federal  agency,  to  submit  within  60 
days  after  the  date  of  publication,  either 
an  existing  standard  as  a  proposed 
performance  standard  or  an  offer  to 
develop  such  a  standard. 

(d)  Following  expiration  of  the  60-day 
period,  the  Food  and  Drug 
Administration  will: 

(1)  Authorize  a  Federal  agency  to 
develop  a  proposed  performance 
standard  if  the  Food  and  Drug 
Administration  determines  that  a 
performance  standard  can  be  developed 
by  a  Federal  agency,  based  on  the 
personnel,  expertise,  and  resources  of 
the  agency;  or 

(2)  Accept  an  existing  standard  as  a 
proposed  performance  standard  or  as  a 
basis  upon  which  a  proposed 
performance  standard  may  be 
developed.  An  existing  standard  may  be 
one  that  is  submitted  in  response  to  the 
invitation  for  standards  or  it  may  be  a 
standard  that  has  been  issued  or 
adopted  (or  is  being  developed)  by  any 
Federal  agency  or  any  other  qualified 
entity.  The  Food  and  Drug 
Administration  will  determine  that  such 
a  standard  is  based  upon  scientific  data 
and  information  and  has  been  subjected 
to  adequate  scientific  consideration;  or 

(3)  Accept  one  or  more  offers  to 
develop  a  proposed  standard;  or 

(4)  Proceed  to  develop  a  proposed 
standard;  or 

(5)  Take  other  appropriate  action  to 
facilitate  development  of  a  performance 
standard  for  the  device. 

(e)  After  publication  of  a  notice 
inviting  the  submission  of  an  existing 
standard  as  a  proposed  performance 
standard  or  an  offer  to  develop  such  a 
standard  in  accordance  with  §  861.22, 
the  Food  and  Drug  Administration  may 
either: 

(1)  Publish  in  the  Federal  Register,  in  a 
notice  of  proposed  rulemaking  in 


accordance  with  §  10.40,  a  proposed 
performance  standard  for  the  device 
(the  notice  of  proposed  rulemaking  will 
include  proposed  findings  with  respect 
to  the  degree  of  risk  of  illness  or  injury 
the  proposed  standard  is  designed  to 
eliminate  or  reduce  and  the  benefit  to 
the  public  from  the  device);  or 

(2)  Terminate  the  proceeding  to 
develop  and  promulgate  a  performance 
standard  by  publishing  in  Ae  Federal 
Register  a  notice  to  that  effect,  together 
with  the  reasons  therefor  and,  unless 
such  notice  is  issued  because  the  device 
is  a  banned  device  under  section  516  of 
the  act,  initiate  a  proceeding  under 
section  513(e)  of  the  act  to  reclassify  the 
device;  or 

(3)  Take  other  appropriate  action. 

(f)  If  the  Food  and  Drug 

Administration  initiates  a  rulemaking 
proceeding  imder  paragraph  (e)(1)  of  this 
section,  the  Food  and  Drug 
Administration  will: 

(1)  Complete  the  proceeding  and 
establish  ^e  performance  standard  for 
the  device  in  accordance  with  this  part 
and  §  10.40;  or 

(2)  Terminate  the  proceeding  by 
publishing  in  the  Federal  Register  a 
notice  annoimcing  such  termination  and 
the  reasons  therefor  and,  unless  the 
proceeding  is  terminated  because  the 
device  is  a  banned  device,  inftiate  a 
proceeding  in  accordance  with  section 
513(e)  of  the  act  to  reclassify  the  device; 
or 

(3)  Take  other  appropriate  action. 

§  861.22  Invitation  for  a  standard. 

The  notice  to  be  published  in  the 
Federal  Register  inviting  offers  to 
develop  a  performance  standard  will 
,  contain  the  following  information: 

(a)  The  time  period  within  which  the 
standard  is  to  be  developed,  which  may 
be  extended  by  the  Food  and  Drug 
Administration  for  good  cause; 

(b)  A  description  or  other  designation 
of  the  device  for  which  a  performance 
standard  may  be  established; 

(c)  A  statement  of  the  risks  associated 
with  use  of  the  device  and  which  are 
intended  to  be  controlled  by  a 
performance  standard,  including 
pertinent  portions  of  panel  classification 
recommendations  with  respect  to  the 
device; 

(d)  A  summary  of  the  data  from  which 
the  Food  and  Drug  Administration  has 
determined  a  need  for  initiation  of  the 
proceeding  to  develop  a  performance 
standard,  including  pertinent  portions  of 
the  recommendations  of  classification 
panels  with  respect  to  the  device; 

(e)  Identification  of  any  existing 
performance  standard  known  to  the 
Food  and  Drug  Administration  that  may 
be  relevant  to  the  proceeding;  and 
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(f)  The  approximate  number  of 
products  (i.e.,  kinds  of  models)  within 
the  generic  type  of  device  that  may  be 
subject  to  the  performance  standard. 

$861.24  Existing  standard  as  a  proposed 
standard. 

(a)  The  Food  and  Drug  Administration 
may  accept  an  existing  standard  or  a 
standard  that  is  being  developed,  if  it 
includes: 

(1)  A  description  of  the  procedures 
used  to  develop  the  standard  and  a  list 
of  the  persons  and  organizations  that 
participated  in  its  development,  to  the 
extent  that  such  information  is  available 
or  reasonably  obtainable; 

(2)  An  identification  of  the  specific 
portions  of  the  existing  standard  that  the 
person  submitting  the  standard  believes 
are  appropriate  for  adoption  as,  or 
inclusion  in,  the  proposed  standard;  and 

(3)  A  summary  of  the  test  data,  or,  if 
requested  by  the  Food  and  Drug- 
Administration,  all  such  data  or  other 
information  supporting  the  specific 
portions  of  the  standard  identified  by 
the  person  submitting  the  standard. 

(b)  The  Food  and  Drug  Administration 
will  publish  a  notice  in  the  Federal 
Register  stating  either  that  it  has 
accepted,  or  has  accepted  with  / 
modification,  as  a  proposed  standard, 
an  existing  Standard  or  one  that  is  being 
developed,  or  that  an  existing  standard 
is  not  acceptable,  together  with  the 
reasons  therefor. 

$  861.26  Offer  to  develop  a  proposed 
standard. 

(a)  The  Food  and  Drug  Administration 
may  consider  any  offers  to  develop  a 
proposed  standard  that  include: 

(1)  Information  on  the  offeror’s 
expertise  and  experience  that  qualifies 
the  offeror  to  develop  a  proposed 
standard  for  the  particular  device; 

(2)  Sufficient  information  on  the 
offeror's  financial  stability  to  establish 
capability  to  conduct  adequate 
standards  development  either  with  or 
without  contribution  by  the  Food  and 
Drug  Administration  to  the  offeror’s 
costs; 

(3)  Information  relating  to  any 
potential  conflicts  of  interest  on  the  part 
of  the  offeror,  its  directors  or  officers,  or 
any  employees  or  consultants  who  may 
participate  in  the  development  of  the 
standard,  including  any  financial 
interest  in  the  particular  device  or  in  the 
device  industry  generally,  current 
industrial  or  commercial  affiliates  of  the 
offeror,  current  sources  of  financial 
support  for  research,  and  all  business 
entities  in  which  the  offeror  has  a 
financial  interest  which  may  be  relevant 
to  the  offeror’s  qualifications  to  develop 
a  standard  for  the  particular  device; 
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(4)  Information  regarding  the  offeror’s 
compliance  with  Federal,  State,  and 
local  environmental  regulations; 

(5)  A  detailed  description  of  the 
procedures  the  offeror  intends  to  utilize 
in  developing  the  standard; 

(6)  A  description  of  how  the  offeror 
intends  to  provide  interested  persons 
adequate  and  reasonable  notice  of  their 
right  and  opportimity  to  participate  in 
the  development  of  the  standard; 

(7)  A  description  of  the  method 
whereby  interested  persons  who 
respond  to  the  notice  may  participate, 
either  in  person  or  through 
correspondence,  in  the  development  of 
the  standard; 

(8)  A  statement  describing  the 
facilities  or  equipment  the  offeror 
intends  to  utilize  in  developing  the 
standard,  and  how  the  offeror  intends  to 
gain  access  to  them; 

(9)  An  estimate  of  the  time  required  to 
develop  the  standard,  including  a 
detailed  schedule  for  each  phase  of  the 
procedure; 

(10)  A  description  of  the  method  the 
offeror  intends  to  use  or  has  used  to 
acquire  test  data  or  other  information 
needed  to  support  the  standard; 

(11)  A  description  of  the  method  the 
offeror  intends  to  use  to  maintain 
records  of  the  development  of  the 
standard  and  other  relevant  matters  and 
to  make  such  records  available  for 
disclosure  during  development,  and  a 
schedule  for  meeting  the  periodic 
reporting  requirements  of  $  861.30(b); 

(12)  If  the  offeror  desires,  a  request  for 
contribution  by  the  Food  and  Drug 
Administration  to  the  offeror’s  cost  of 
developing  the  standard,  which  shall 
include: 

(i)  A  list  of  the  items  of  expense  for 
which  contribution  is  sought  and  the 
amount  requested  for  each  item; 

(ii)  A  justification  of  each  item  of 
expense,  including  an  explanation  of 
how  the  contribution  is  likely  to  ensure 
development  of  a  more  satisfactory 
standard; 

(iii)  A  statement  that  the  offeror  will 
employ  an  adequate  accounting  system 
(one  in  accordance  with  generally 
accepted  accounting  principles)  to 
record  the  costs  and  expenditures 
allocable  to  development  of  the 
standard;  and 

(iv)  A  statement  requesting  an 
advance  payment  of  ^ds,  if  necessary 
to  enable  the  offeror  to  meet  operating 
expenses  during  the  development 
period. 

(b)  Information  included  in  an  offer  to 
develop  a  proposed  standard  is  to  be 
made  available  to  the  public  only  if  the 
offer  is  accepted  (except  for  information 
exempt  from  disclosure  under  §  20.61), 
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or  if  disclosure  is  required  under  Part  20 
of  this  chapter. 

S  861.28  Acceptance  of  offer  to  develop  a 
standard. 

(a)  In  determining  whether  to  accept 
an  offer  to  develop  a  performance 
standard,  the  Food  and  Drug 
Administration  will  evaluate  the 
qualifications  of  the  offeror  on  the  basis 
of  the  offeror’s  expertise,  experience, 
financial  stability,  and  potential 
conflicts  of  interest.  In  choosing  among 
competing  offerors,  the  offerors  with  no 
financial  interest  in  the  particular  device 
for 'which  a  proposed  standard  is  sought 
or  in  the  device  industry  generally  will 
be  preferred,  all  other  things  being 
equal. 

(b)  If  the  conditions  provided  in 

$  861.20(d)(3)  have  been  met,  and  one  or 
more  offers  that  satisfy  the  requirements 
of  $  861.26  have  been  submitted,  one  or 
more  qualifying  offers  to  develop  a 
proposed  standard  may  be  accepted. 

(c)  The  Food  and  Drug  Administration 
will  publish  in  the  Federal  Register  the 
name  and  address  of  each  person  whose 
offer  to  develop  a  standard  is  accepted 
and  a  summary  of  the  terms  of  the 
accepted  offer,  including  a  statement  of 
the  extent  to  which  the  Food  and  Drug 
Administration  will  contribute,  if  at  all, 
to  the  cost  of  developing  the  proposed 
standard. 

(d)  If  the  Food  and  Drug 
Administration  does  not  accept  an  offer 
to  develop  a  proposed  standard 
submitted  in  response  to  a  published 
invitation,  the  Food  and  Drug 
Administration  will  publish  in  the 
Federal  Register  a  notice  of  that  fact 
together  with  the  reasons  for  the 
decision. 

$  861.30  Development  of  standards. 

(a)  Any  person,  including  any  Federal 
agency,  engaged  in  the  development  of  a 
proposed  standard  imder  this  section 
shall; 

(1)  Support  its  proposed  performance 
standard  by  such  test  data  or  other 
documents  or  materials  as  the  Food  and 
Drug  Administration  may  reasonably 
require; 

(2)  Provide  interested  persons  an 
opportunity  to  participate  in  the 
development  of  the  standard  by 
accepting  comments  and,  where 
appropriate,  holding  public  meetings  on 
issues  relating  to  development  of  the 
standard.  Notice  of  the  opportunity  to 
participate  in  the  development  of  the 
standard  shall  be  furnished  in  a  manner 
reasonably  calculated  to  reach  the 
majority  of  persons  interested  in  the 
development  of  the  standard.  This 
requirement  shall  be  satisfied  by  the 
Food  and  Drug  Administration  or  any 
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other  Federal  agency  by  publishing  such 
a  notice  in  the  Federal  Register. 
Whenever  it  is  appropriate,  FDA  will 
use  the  Federal  Register  to  make 
announcements  about  the  standards 
development  process  of  standard 
developers  other  than  Federal  agencies. 

(3)  Maintain  records  disclosing  the 
course  of  development  of  the  proposed 
standard,  the  comments  and  other 
information  submitted  by  any  person  in 
connection  with  such  development 
(including  comments  and  information 
regarding  the  need  for  a  standard),  and 
such  other  information  as  may  be 
required  by  the  Food  and  Drug 
Administration  to  evaluate  the  standard. 

(b)  Any  person  engaged  in  the 
development  of  a  standard  shall,  in 
addition  to  complying  with  paragraph 

(a)  of  this  section: 

(1)  Submit  progress  reports  on  a 
quarterly  basis  or  as  otherwise  required 
by  the  Food  and  Drug  Administration; 

(2)  Cooperate  fully  with  the  Food  and 
Drug  A'dministration  and  permit  duly 
authorized  representatives  of  the  Food 
and  Drug  Administration  to  inspect  its 
facilities  and  developmental  activities  to 
determine  whether  satisfactory  progress 
is  being  made  toward  completion  of  the 
standard; 

(3)  If  receiving  contributions  from  the 
Food  and  Drug  Administration  toward 
the  cost  of  developing  the  proposed 
standard: 

(i)  Submit,  on  a  quarterly  basis,  a  full 
accounting  of  such  contributions, 

(ii)  Remit  all  unexpended  amounts 
within  60  calendar  days  after 
submission  of  the  standard, 

(iii)  Maintain,  for  a  period  of  3  years 
after  submission  of  the  proposed 
standard,  records  that  fully  disclose  the 
total  costs  and  expenditures  for  the 
development  of  the  standard  and  such 
other  records  as  are  necessary  to  permit 
and  effective  audit, 

(iv)  Grant  access  to  and  audit  of  any 
books,-  documents,  papers,  and  other 
records  relating  to  the  expenditure  of 
any  funds  contributed  by  the  Food  and 
Drug  Administration. 

(c)  If  it  appears  to  the  Food  and  Drug 
Administration  that  a  person  engaged  in 
the  development  of  a  performance 
standard  is  not  making  satisfactory 
progress,  that  person  will  be  afforded  an 
opportunity  either  to  demonstrate  ability 
and  willingness  to  complete  the 
development  of  the  standard  within  the 
designated  time  period  or  to  justify  the 
need  for  an  extension  of  the 
development  period.  After  evaluating 
available  information,  the  Food  and 
Drug  Administration  will  terminate  the 
person’s  role  in  the  development 
process,  extend  the  period  for 
development  of  the  proposed  standard. 


or  direct  the  person  to  complete  the 
standard  within  the  designated  time 
period.  Any  person  who  has  received  a 
contribution  from  the  Food  and  Drug 
Administration  and  whose  role  in  the 
development  process  is  terminated  shall 
be  required  to  submit  to  the  Food  and 
Drug  Administration  all  information, 
rec(^s,  and  documents  in  its 
possession  which  relate  to  the 
development  of  the  proposed  standard, 
and  to  remit  all  funds  contributed  by  the 
Food  and  Drug  Administration  that  have 
not  been  expended.  The  Food  and  Drug 
Administration  shall  publish  in  the 
Federal  Register  a  notice  of  the 
determination  to  terminate  the  role  of 
any  person  in  the  development  of  a 
proposed  standard,  togeAer  with  the 
reasons  for  this  action. 

§  861.32  Contribution  by  the  Food  and 
Drug  Administration  to  the  costs  of 
developing  a  proposed  standard. 

(a)  If  an  offer  to  develop  a  proposed 
standard  is  accepted,  the  Food  and  Drug 
Administration  may  agree  to  contribute 
to  the  costs  of  developing  the  standard  if 
it  is  determined  that  such  contribution  is 
likely  to  result  in  the  development  of  a 
more  satisfactory  standard. 

(b)  The  items  of  cost  toward  which  the 
Food  and  Drug  Administration  may 
contribute  are  those  allowable  direct 
and  indirect  costs  allocable  to  the 
development  project  as  set  forth  in  the 
applicable  subparts  of  41  CFR  Parts  1-15 
of  the  Federal  procurement  regulations. 
Typical  standards  development 
activities  to  which  the  Food  and  Drug 
Administration  may  contribute  include: 

(1)  Research  and  analysis  of  the 
existing  literature  pertaining  to  the 
medical  device  that  is  the  subject  of  the 
development  effort; 

(2)  Testing  of  representative  medical 
devices  in  support  of  the  development 
effort;  and 

(3)  Preparation  of,  and  participation  in 
public  review  of,  draft  standards. 

(c)  The  items  of  cost  to  which  the 
Food  and  Drug  Administration  may  not 
contribute  include: 

(1)  Costs  for  the  construction  or 
acquisition  of  any  interest  in  land  or 
buildings; 

(2)  Costs  for  the  payment  of  salaries 
in  excess  of  the  amount  paid  by  the 
offeror  at  the  time  immediately 
preceding  the  offer,  excluding  routine 
increases  which  may  accrue  during  the 
development  period; 

(3)  Costs  for  the  payment  of  items  in 
excess  of  the  offeror’s  actual  costs; 

(4)  Costs  for  an  item  with  a  usable 
lifespan  extending  beyond  the 
development  period,  except  that 
contribution  may  be  made  toward  the 
portion  of  an  item’s  cost  allocable  to  the 


development  of  the  proposed  standard 
as  determined  by  the  difference 
between  the  item’s  estimated  market 
value  at  the  termination  of  the 
development  period  and  the  total  cost  of 
its  acquisition;  and 

(5)  Costs  determined  not  to  be 
allowable  under  generally  accepted 
accounting  principles  and  practices  or 
41  CFR  Parts  1-15  of  the  Federal 
procurement  regulations. 

§  861.34  Amendment  or  revocation  of  a 
standard. 

(a)  The  Food  and  Drug  Administration 
will  provide  for  periodic  evaluation  of 
performance  standards  to  determine 
whether  such  standards  should  be 
changed  to  reflect  new  medical, 
scientific,  or  other  technological  data. 

(b)  The  Food  and  Drug  Administration 
may,  on  its  own  initiative  or  upon 
petition  of  an  interested  party,  amend  or 
revoke  by  regulation  a  standard 
established  imder  this  part. 

(c)  Any  petition  to  amend  or  revoke  a 
standard  shall: 

(1)  Identify  the  specific  device  and 
standard  for  which  the  amendment  or 
revocation  is  sought;  and 

(2)  Be  submitted  in  accordance  with 
the  requirements  of  §  10.30. 

(d)  I^oceedings  to  amend  or  revoke  a 
performance  standard  shall  be 
conducted  in  accordance  with  the 
rulemaking  procedmes  of  $  10.40.  In 
addition,  a  notice  of  proposed 
rulemaking  to  amend  or  revoke  a 
standard  shall  set  forth  proposed 
findings  with  respect  to  the  degree  of 
risk  or  illness  to  be  eliminated  or 
reduced  and  the  benefit  the  public  will 
derive  from  the  proposed  amendment  or 
revocation. 

§  861.36  Effective  dates. 

(a)  A  regulation  establishing, 
amending,  or  revoking  a  performance 
standard  will  set  forth  the  date  upon 
which  it  will  take  effect.  To  the  extent 
practical,  consistent  with  the  public 
health  and  safety,  such  effective  date 
will  be  established  so  as  to  minimize 
economic  loss  to,  and  disruption  or 
dislocation  of,  domestic  and 
international  trade. 

(b)  Except  as  provided  in  paragraph 

(c)  of  this  section,  no  regulation 
establishing,  amending,  or  revoking  a 
standard  may  take  effect  before  1  year 
after  the  date  of  its  publication  unless: 

(1)  The  Food  and  Drug  Administration 
determines  that  an  earlier  effective  date 
is  necessary  to  protect  the  public  health 
and  safety;  or 

(2)  The  standard  has  been  established 
for  a  device  that,  by  the  effective  date  of 
the  standard,  has  been  reclassified  from 
class  in  to  class  U. 
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(c)  The  Food  and  Drug  Administration 
may  declare  a' proposed  regulation 
amending  a  standard  effective  on 
publication  in  the  Federal  Register  if  it 
determines,  after  affording  interested 
persons  an  opportunity  for  an  informal 
hearing  conducted  in  accordance  with 
Part  16  of  this  chapter,  that  making  the 
regulation  so  effective  is  in  the  public 
interest.  A  proposed  amendment  of  a 
performance  standard  made  effective 
upon  publication  may  not  prohibit  the 
introduction  or  delivery  for  introduction 
into  interstate  commerce  of  a  device 
that  conforms  to  the  standard  without 
the  change  or  changes  provided  in  the 
proposed  amendment  until  the  effective 
date  of  any  final  action  on  the  proposal. 

§  861.38  Standards  advisory  committees. 

(a)  The  Food  and  Drug  Administration 
will  establish  advisory  committees  to 
which  proposed  regulations  may  be 
referred,  and  these  committees  shall 
consider  such  referrals  in  accordance 
with  this  section  and  Part  14  of  this 
chapter.  Such  advisory  committees, 
which  may  not  be  classification  panels, 
shall  be  considered  ad  hoc  advisory 
committees.  Their  members  shall  be 
selected  in  accordance  with  §  §  14.82 
and  14.84.  except  that  no  member  may 
be  a  regular  full-time  FDA  employee. 
Each  advisory  committee  established 
under  this  section  shall  include  as 
nonvoting  members  a  representative  of 
consumer  interests  and  a  representative 
of  interests  of  the  device  manufacturing 
industry. 

(b)  A  proposed  regulation  to  establish, 
amend,  or  revoke  a  performance 
standard  shall  be  referred  to  an 
advisory  committee  for  a  report  and 
recommendation  with  respect  to  any 
matter  involved  in  the  proposed 
regulation  which  requires  the  exercise  of 
scientific  judgment  if: 

(1)  The  Food  and  Dnig  Administration 
determines  that  such  referral  is 
necessary  or  appropriate  imder  the 
circumstances;  or 

(2] (i)  Requested  by  an  interested 
person,  in  ^e  form  of  a  citizen  petition 
in  accordance  with  §  10.30.  within  the 
period  provided  for  comment  on  the 
proposed  regulation;  and. 

(ii)  The  Food  and  Drug  Administration 
does  not  determine  the  request  to  be 
without  good  cause  or  on  a  matter  not 
involving  scientific  judgment. 

(c)  When  a  proposed  regulation  is 
referred  to  an  advisory  committee,  the 
Food  and  Drug  Administration  will 
furnish  the  committee  with  the  data  and 
information  upon  which  the  proposed 
regulation  is  based.  After  independently 
reviewing  the  materials  furnished  by  the 
Food  and  Drug  Administration  and  any 
other  available  data  and  information. 


the  advisory  conunittee  shall,  within  60 
days  of  the  referral,  subtnit  a  report  and 
reconunendation  on  the  proposed 
regulation,  together  with  all  underlying 
data  and  information  and  a  statement  of  * 
the  reason  or  basis  for  the 
recommendation.  A  copy  of  the  report 
and  recommendation  will  be  publicly 
displayed  in  the  office  of  the  Hearing 
Clerk.  Food  and  Drug  Administration. 

(d)  Where  appropriate,  each  proposed 
regulation  establishing  a  standard 
published  in  the  Federal  Register  will 
include  a  call  for  nominations  to  the 
advisory  committee  for  that  particular 
standard. 

Effective  date.  The  reporting  and 
recordkeeping  requirements  contained 
in  this  rule  have  been  submitted  for 
approval  by  the  Office  of  Management 
and  Budget  (0MB)  in  accordance  with 
the  Federal  Reports  Act  of  1942.  This 
regulation  will  become  effective  July  30. 
1980.  provided  that  approval  of  the  OMB 
is  received  by  that  date.  If  OMB  does 
not  approve,  without  change,  the 
reporting  and  recordkeeping 
requirements  contained  in  the  rule.  FDA 
will  revise  the  rule  as  necessary  to 
comply  with  the  decision  of  OMB.  FDA 
will  publish  a  notice  in  a  future  issue  of 
the  Federal  Register  concerning  OMB’s 
decision  on  these  requirements. 

(Secs.  501.  502.  513.  514.  701.  52  Stat.  1040- 
1051  as  amended.  1055-1056  as  amended,  90 
Stat.  540-552  (21  U.S.C.  351.  352.  360c,  360d, 

371)) 

Dated:  January  22. 1980. 

Jere  E.  Goyan, 

Commissioner  of  Food  and  Drugs. 

[FR  Doc.  80-2995  Filed  1-31-60;  8:45  am] 
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DEPARTMENT  OF  HEALTH, 
EDUCATION,  AND  WELFARE 

Food  and  Drug  Administration 
f  Docket  No.  79-0185] 

Medical  Devices  Voiuntary  Standards 
Development;  Request  for  Data  and 
Information 

agency:  Food  and  Drug  Administration. 
action:  Notice. 

summary:  The  Food  and  Drug 
Administration  (FDA)  requests  data  and 
invites  voluntary  standards 
organizations  and  other  interested 
parties  that  are  developing  a  standard 
for  one  or  more  of  these  devices  or  that 
are  interested  in  developing  a  standard 
for  one  or  more  of  these  devices  to' 
submit  information  on  the  organization 
and  its  development  of  the  standard. 
This  will  enable  FDA  to  assess  the 
present  effort  being  expended  outside  of 
government  on  the  development  of 
voluntary  standards  and  to  coordinate 
the  development  of  these  standards  with 
these  organizations.  This  notice 
implements  FDA's  proposed  voluntary 
standards  for  medical  devices,  which  is 
published  elsewhere  in  this  issue  of  the 
Federal  Register. 

OATES:  Written  comments  and 
information  by  May  1, 1980. 

ADDRESS:  Written  comments  and 
information  to  the  Hearing  Clerk,  (HFA- 
305),  Food  and  Drug  Administration,  Rm. 
4-65,  5600  Fishers  Lane,  Rockville,  MD 
20857. 

FOR  FURTHER  INFORMATION  CONTACT: 

Robert }.  Cangelosi,  Bureau  of  Medical 
Devices  (HFK-310),  Food  and 
Administration,  Department  of  Health, 
Education,  and  Welfare,  8757  Georgia 
Ave.,  Silver  Spring,  MD  2091,  301-427- 
7182. 

SUPPLEMENTARY  INFORMATION:  The 

Medical  Device  Amendments  of  1976 
(the  amendments)  (Pub.  L  94-295) 
establish  a  comprehensive  system  for 
the  regulation  of  medical  devices 
intended  for  human  use.  One  provision 
of  the  amendments,  section  513  of  the 
Federal  Food,  Drug,  and  Cosmetic  Act 
(the  act)  (21  U.S.C.  360c),  establishes 
three  classes  of  devices,  depending  on 
the  regulatory  controls  needed  to 
provide  reasonable  assurance  of  their 
safety  and  effectiveness.  The  three 
categories  are  as  follows:  class  I, 
general  controls;  class  II,  performance 
standards,  and  class  III,  pre-market 
approval. 

Under  section  513  of  the  act,  more 
than  1,200  medical  devices  have  been 
recommended  by  classification  panels. 


FDA  advisory  committees,  for 
classification  into  class  11.  Performance 
standards  for  class  n  medical  devices 
are  developed  under  section  514  of  the 
act  (21  U.S.C.  360d).  Because  of  the  large 
munber  of  devices  recommended  for 
classification  into  class  11,  FDA  is  aware 
that  the  establishment  of  performance 
standards  (mandatory  standards)  for  all 
class  n  devices  will  take  considerable 
time,  given  the  existing  agency 
resources  available  for  this  activity. 

FDA  recognizes  that  volimtary 
standards  may  help  to  assure  the  safety 
and  effectiveness  of  this  large  number  of 
class  II  devices  and  is,  therefore, 
promoting  their  use.  Elsewhere  in  this 
issue  of  the  Federal  Register,  FDA  is 
publishing  its  voluntary  standards 
policy  for  medical  devices. 

Priorities  for  Standards  Development  for 
Class  n  Devices 

For  each  device  recommended  for 
classification  into  class  11,  the 
classification  panels  also  include  a 
recommended  priority  (high,  medium,  or 
low)  for  establishing  a  performance 
standard. 

FDA  has  reviewed  all  the  high  priority 
class  n  devices  (excluding  in  vitro 
diagnostic  products)  to  determine  those 
that  could  be  considered  for  immediate 
development  of  voluntary  standards. 
Consideration  was  based  on  a 
preliminary  priority  ranking  scheme  that 
used  the  following  factors: 

a.  Priority  recommendations  of  the 
classification  panels; 

b.  Risks  associated  with  the  use  of  a 
device; 

c.  Present  and  projected  use  of  the 
device. 

The  class  II  devices  reviewed  by  FDA 
using  the  preliminary  priority  ranUng 
scheme  resulted  in  a  list  of  devices 
considered  by  the  agency  to  warrant 
immediate  consideration  for 
development  of  performance  standards. 
These  devices,  which  are  listed  below, 
are  arranged  according  to  the  speciality 
under  which  the  classification  review 
was  made  by  the  classification  panels: 

A.  Neurological  Devices 

1.  Aneurysm  clip. 

2.  Central  nervous  system  fluid  shunt 
and  components. 

B.  Cardiovascular  Devices 

1.  Flow  directed  catheter. 

2.  Diagnostic  intravascular  catheter. 

3.  Percutaneous  catheter. 

4.  Cardiopulmonary  heart-lung 
machine,  console. 

5.  Electrocardiograph. 

6.  Angiographic  injector  and  syringe. 

7.  Cardiopulmonary  bypass  catheter, 
percutaneous  introducer. 


8.  Intracardiac  patch  and  pledget 
made  of  polypropylene,  teflon,  or 
dacron. 

9.  Vascular  graft  prosthesis  of  6mm 
and  greater  diameter. 

10.  Vectorcardiograph. 

11.  Catheter  guidewire. 

C.  Obstetric-Gynecologic  Devices 

1.  Fetal  scalp  circular  (spiral) 
electrode. 

2.  Obstetric-gynecologic  unipolar 
endoscopic  coagulator-cutter  and 
accessories. 

3.  Obstetric-gynecologic  ultrasonic 
imager. 

4.  Laproscopic  insufflator. 

5.  Gynecologic  laparoscope. 

6.  Intrauterine  pressure  monitor. 

7.  Fetal  ultrasonic  monitor. 

8.  Perinatal  monitoring  system 
(cardiotokograph). 

9.  Vacuiun  abortion  system. 

10.  Obstetric  ultrasonic  transducer. 

D.  General  Hospital  Devices 

1.  Neonatal  incubator. 

2.  Neonatal  transport  incubator. 

3.  Neonatal  phototherapy  unit 

E.  Physical  Medicine  Devices 

1.  Rigid  pneumatic  structure  orthosis. 

2.  Powered  wheelchair. 

3.  Special  grade  wheelchair. 

F.  Anesthesiology  Devices 

1.  Gas  Scavenging  apparatus. 

2.  Breathing  circuit  (with  connector, 
adaptor,  Y  piece). 

3.  Hyper^ermia  device  (blanket 
plumbing,  and  heat  exchanger). 

4.  Hypothermia  device  (blaidcet 
plumbing,  and  heat  exchanger). 

5.  Respiratory  gas  humidifier  (direct 
patient  interface). 

6.  Anesthesia/analgesia  gas  machine. 

7.  Cutaneous  oxygen  monitor. 

8.  Tracheal  tube  (with  or  without 
connector). 

9.  Nonheated  anesthesia  vaporizer. 

10.  Continuous  ventilator  (respirator). 

G.  Gastroenterology/Urology  Devices 

1.  Suprapubic  catheter  and 
accessories. 

2.  Urological  catheter. 

3.  Carbon-dioxide  cystometric  gas 
device. 

4.  Endoscope  and/or  accessories. 

5.  Extra-luminal  blood  pump. 

6.  Arteriovenous  shunt  cannula  and 
adapters. 

7.  Single  needle  dialysis  set. 

8.  Proportioning  dialysate  subsystem. 

9.  Dialysate  delivery  system. 

10.  Sorbent  regenerated  dialysate 
delivery  system. 

H.  Ear,  Nose,  and  Throat  Devices 

1.  Audiometer  (including  automated). 
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2.  Hearing  aid,  group,  and  auditory 
trainer. 

3.  Master  hearing  aid.  * 

4.  Caloric-air  stimulator. 

5.  Caloric-water  stimulator. 

Request  for  Information 

to  assess  the  current  effort  being 
expended  on  the  development  of 
voluntary  standards  for  those  class  II 
devices  listed  above,  FDA  needs  to 
know  which  voluntary  standard 
organizations.  State  and  local 
governments,  international 
organiza&ons,  or  other  intereste4^arties 
are  developing  or  planning  to  develop 
standards  for  these  devices.  Therefore, 
FDA  is  requesting  the  following 
information  on  existing  and  planned 
standards  efforts: 

a.  The  name  or  title  of  the 
organization  developing  or  planning  to 
develop  voluntary  standards. 

b.  A  description  of  the  existing  or 
planned  effort  and  any  timetable  for  its 
completion. 

c.  The  performance  characteristics 
and  hazards  associated  with  the  device 
which  will  be  controlled  by  the 
standard.  ' 

d.  The  composition  of  the 
development  organization  or  working 
group  within  the  organization. 

e.  A  description  of  the  development 
process  and  opportunities  afforded  to 
interested  persons  to  proAdde  comment 
and  provisions  for  appeal. 

f.  The  process  used  to  treat  negative 
comments. 

Coordination  of  Standards  Activities 

Upon  review  of  the  information 
submitted  in  response  to  this  notice, 

FDA  will  coordinate  voluntary 
standards  activities  with  the  Medical 
Device  Standards  Management  Board  of 
the  American  National  Standards 
Institute,  as  previously  annoimced  by 
the  agency  in  the  Federal  Register  of 
August  12, 1976  (41 FR  34099).  FDA  may 
participate  with  interested  organizations 
or  persons  in  the  development  of 
voluntary  standards  for  any  or  all  of  the 
listed  devices  or  may  develop 
mandatory  performance  standards. 

Interested  persons  may,  on  or  before 
May  1, 1980  submit  to  the  Hearing  Clerk 
(HFA-305),  Food  and  Drug 
Administration,  Rm.  4-65,  5600  Fishers 
Lane,  Rockville,  MD  20857,  written 
comments  regarding  this  proposal.  Four 
copies  of  comments  are  to  be  submitted, 
except  that  individuals  may  submit  one 
copy.  Comments  are  to  be  identified 
with  the  Hearing  Clerk  docket  number 
found  in  brackets  in  the  heading  of  this 
document.  Received  comments  may  be 
seen  in  the  above  office  between  9  a.m. 
and  4  p.m.,  Monday  through  Friday. 


Dated;  January  22, 1980. 

Jere  E.  Goyan, 

Commissioner  of  Food  and  Drugs, 

[FR  Ooc.  80-2992  Filed  1-31-80;  8:45  am] 
BILLING  CODE  41 10-OS-M  - 


[Docket  No.  79N<0345] 

Voluntary  Standards  Policy  for  Medical 
Devices;  Request  for  Comments 

agency:  Food  and  Drug  Administration. 
action:  Notice. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  proposing  a 
policy  for  FDA  iqyolvement  in  the 
development,  support,  endorsement,  and 
use  of  voluntary  performance  standards 
for  medical  devices.  This  proposed 
policy  establishes  the  relationship 
between  mandatory  and  voluntary 
standards  designed  to  assure  the  safety 
and  effectiveness  of  medical  devices. 
FDA  proposes  to  endorse  voluntary 
standards  that  conform  to  the  “Criteria 
for  Endorsement  of  Voluntary 
Standards'*  discussed  in  this  notice. 

FDA  may  defer  establishment  of  a 
mandatory  standard  if  the  medical 
device  industry  complies  with  an 
endorsed  voluntary  standard.  FDA 
requests  comments  on  this  policy 
statement. 

date:  Comments  by  May  1, 1980. 
ADDRESS:  Written  comments  to  the 
Hearing  Clerk  (HFA-305),  Food  and 
Drug  Administation,  Rm.  4-65,  5600 
Fishers  Lane,  Rockville,  MD  20857. 

FOR  FURTHER  INFORMATION  CONTACT: 
Marilyn  Barnett,  Bureau  of  Medical 
Devices  (HFK-300),  Food  and  Drug 
Administration,  Department  of  Health, 
Education,  and  Welfare,  8757  Georgia 
Ave.,  Silver  Spring,  MD  20910,  301-427- 
7187. 

SUPPLEMENTARY  INFORMATION:  The 

Medical  Device  Amendments  of  1976 
(Pub.  L  94-295),  establish  a 
comprehensive  system  for  the  regulation 
of  medical  devices  intended  for  human 
use.  Section  513  of  the  Food,  Drug,  and 
Cosmetic  Act  (the  act)  (21  U.S.C.  360c) 
establishes  three  classes  of  devices. 

Class  I  devices  are  subject  only  to 
general  controls;  class  II  devices  are  , 
subject  to  performance  standards;  class 
III  devices  are  subject  to  premarket 
approval.  Section  514  of  the  act  (21 
U.S.C.  360d)  authorizes  FDA  to  establish 
performance  standards  to  provide 
reasonable  assurance  of  the  safety  and 
effectiveness  of  medical  devices  that  are 
classified  into  class  11.  More  than  1,200 
devices  will  be  classified  into  class  II 
under  section  513  (d),  (e),  and  (f)  of  the 
act  (21  U.S.C.  360c  (d),  (e),  and  (f)). 


Section  358  of  the  Public  Health 
Service  Act,  as  amended  by  the 
Radiation  Control  for  Health  and  Safely 
Act  of  1968  (42  U.S.C.  263f),  authorizes 
FDA  to  establish  performance  standards 
for  electronic  products  to  control  the 
emission  of  electronic  product  radiation. 
Under  the  authority  of  section  358  of  the 
Public  Health  Service  Act,  FDA  has 
prescribed  performance  standards  for 
diagnostic  x-ray  systems  (21  CFR 
1020.30, 1020.31,  and  1020.32),  medical 
laser  products  (21  CFR  1040.11(a)),  and 
ultrasonic  therapy  products  (21  CFR 
1050.10). 

An  important  part  of  FDA’s  program 
to  assure  the  safety  and  effectiveness  of 
medical  devices  has  consisted  of 
technical  and,  in  some  cases,  financial 
support  of  standards  organizations  that 
are  involved  in  the  development  of 
voluntary  standards  for  medical  devices. 
FDA’s  participation,  which  was 
described  in  a  notice  in  the  Federal 
Register  of  August  12, 1976  (41  FR 
34099),  has  involved  both  cooperation  in 
standards  development  initiated  by 
international  and  domestic  volimtary 
standards  organizations  and  in 
standards  development  efforts  initiated 
by  FDA.  In  supporting  these  activities, 
FDA  has  encouraged  development  and 
use  of  voluntary  standards  that,  when 
conformed  to  by  industry,  will  improve 
device  safety  and  effectiveness  and  may 
serve  as  the  basis  for  future  mandatory 
medical  device  standards. 

The  establishment  of  mandatory 
standards  for  all  1,200  class  II  devices 
will  take  considerable  time,  given  the 
existing  agency  resources  available  for 
this  activity.  However,  FDA  believes 
that  its  proposed  volimtary  standards 
policy  can  expedite  the  development  of 
standards  and  help' to  assure  the  safety 
and  effectiveness  of  medical  devices. 

FDA  believes  that  endorsing  adequate 
voluntary  standards  will  (1)  encourage 
manufacturers,  voluntary  standards 
organizations,  and  other  interested 
persons  to  continue  to  develop 
performance  standards  in  their  areas  of 
expertise,  (2)  result  in  a  greater  number 
of  performance  standards  being 
established  more  rapidly  with  fewer 
FDA  resources  than  if  only  mandatory 
standards  were  issued,  and  (3)  permit 
FDA  to  concentrate  on  the  development 
of  standards  for  class  U  devices  that  are 
not  the  subject  of  adequate  voluntary 
standards  and  are  selected  for  their 
impact  on  the  public  health. 

Both  mandatory  and  voluntary 
standards  will  help  to  make  medical 
devices  safer  and  more  effective. 
Standards  may  specify  performance 
characteristics,  address  essential 
composition  and  design  features,  specify 
test  methods,  and  identify  needed 
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labeling.  Devices  that  meet  mandatory 
or  voluntary  standards  for  safety  and 
effectiveness  will  be  less  likely  to  injure 
consumers. 

Mandatory  standards  offer  one 
important  advantage  over  voluntary 
standards — ^FDA  can  require  compliance 
with  a  mandatory  standard  and  can  take 
regulatory  action  against  manufacturers 
that  fail  to  comply  or  devices  that  fail  to 
conform  to  that  standard.  With 
volimtary  standards,  however,  FDA  can 
take  regulatory  action  against 
manufacturers  of  devices  that  fail  to 
meet  a  voluntary  standard  only  if  the 
devices*  labeling  or  advertising  claims  to 
meet  that  standard.  All  devices,  whether 
the  subject  of  a  mandatory  or  voluntary 
standard,  are  subject  to  the  act’s 
misbranding  and  adulteration 
provisions. 

FDA  believes,  however,  that  device 
manufacturers  generally  have  a  strong 
incentive  to  comply  with  voluntary 
standards,  especially  those  endorsed  by 
FDA.  Hospitals  and  other  device 
purchasers  will  be  inclined  to  piuchase 
devices  that  conform  to  FDA-endorsed 
voluntary  standards  because  of  their 
potential  liability  in  the  event  that  a 
patient  or  user  is  injured  by  a  device 
that  does  not  conform  to  an  existing 
FDA-endorsed  voluntary  standard. 
Federal  and  State  governments,  major 
purchasers  of  medical  devices,  will  be 
encouraged  by  FDA  to  purchase  devices 
that  conform  to  FDA/endorsed 
voluntary  standards.  In  addition,  FDA 
will  encoiurage  manufacturers  of  devices 
that  conform  to  FDA-endorsed  voluntary 
standards  to  label  their  devices  as 
conforming. 

FDA  is  Aus  changing  its  policy 
described  in  the  Federal  Register  notice 
of  August  12, 1976;  the  notice  states 
“Voluntary  or  privately  recognized 
performance  standards  will  not  be  a 
substitute  for  the  formal  promulgation  of 
standards  under  section  514  of  the  act 
for  any  device  that  is  classifled  in  the 
performance  standard  category.’’  Under 
the  policy  that  the  agency  now  proposes, 
FDA  will  endorse  particular  volimtary 
standards  and,  if  voluntary  conformance 
is  adequate,  defer  development  of 
mandatory  standards.  FDA  retains, 
however,  the  option  of  promulgating  a 
mandatory  standard  whenever  FDA 
determines  a  mandatory  standard  is 
necessary  to  provide  reasonable 
assurance  of  the  safety  and 
effectiveness  of  a  medical  device. 

Priorities  for  Class  11  Devices — 
Performance  Standards 

Elsewhere  in  this  issue  of  the  Federal 
Register,  FDA  is  publishing  a  notice 
containing  a  list  of  priority  medical 
devices  currently  classified,  or 


recommended  for  classification,  into 
class  n  for  which  the  immediate 
development  of  standards  is 
appropriate.  In  that  notice.  FDA 
requests  information  concerning  current 
standards  development  efforts  for  the 
priority  devices.  ^A  also  requests  that 
manufacturers,  voluntary  standards 
organizations,  and  other  interested 
persons  review  the  list  and  identify 
those  devices  for  which  they  are 
interested  in  developing  voluntary 
standards.  After  review  of  the 
information  submitted  in  response  to 
that  notice,  FDA  will  begin,  in 
accordance  with  priorities,  to  establish 
mandatory  performance  standards  for 
those  devices  which  are  not  or  will  not 
be  the  subject  of  an  adequate  voluntary 
standard. 

FDA  Support  of  Voluntary  Standards 

Those  persons  developing  voluntary 
standards  may  request  assistance  from 
FDA.  FDA’s  participation  in  voluntary 
standards  activities  is  subject  to  the 
requirements  set  forth  in  21  CFR  10.95. 
FDA  may  provide  indirect  financial 
support  for  the  development  of  a 
voluntary  standard  that  will  conform  to 
the  “Criteria  for  Endorsement  of 
Voluntary  Standards”  set  out  in  this 
notice.  Such  support  may  include: 

a.  Providing  scientific  and  technical 
information  and  an  identification  of 
medical  device  hazards  and  risks; 

b.  Providing  technical  assistance, 
including  research  and  engineering 
support,  for  the  development  of 
volwtary  standards; 

c.  Assisting  in  the  dissemination  of 
information  about  the  requirements  of 
voluntary  standards  and  their 
applications; 

d.  Evaluating  a  proposed  voluntary 
standard  to  determine  its  effectiveness 
in  reducing  the  risk  of  injury  associated 
with  a  particular  device; 

e.  Investigating  the  extent  to  which 
medical  devices  that  will  be  subject  to 
the  voluntary  standard  already  conform 
to  the  standard;  and 

f.  Developing  test  methods  to 
determine  conformance  with  the 
voluntary  standard. 

FDA  may  also  provide  financial 
assistance  in  the  form  of  travel  funds 
and  per  diem  costs  to  qualified 
consumer  representatives  when 
consumer  participation  will  improve  the 
development  of  a  standard. 

FDA  has  considered  the  extent  to 
which  the  Federal  Advisory  Committee 
Act  (5  U.S.C.  App.  1  (FACA))  would 
apply  to  voluntary  standards 
organizations  that  develop  standards 
that  are  subsequently  considered  for 
FDA  endorsement,  llie  agency  has 
concluded  that  the  FACA  would  not 


apply  to  such  organizations  because 
they  would  not  be  functioning  as 
advisory  committees  renderins  advice  or 
recommendations  to  FDA,  within  the 
meaning. of  the  FACA.  FDA  specifically 
invites  comment  on  this  matter. 

Criteria  for  Endorsement  of  Voluntary 
Standards 

On  determining  whether  to  endorse  a 
voluntary  standard,  FDA  will  consider 
the  extent  to  which: 

a.  the  standard  provides  reasonable 
assurance  of  the  safety  and 
effectiveness  of  medical  devices; 

b.  The  process  for  the  development  of 
the  standard  includes  consideration  of 
sound  scientific  and  technical 
information  and  permits  revisions  on  the 
basis  of  new  information; 

c.  The  process  for  standards 
development  permits  meaningful 
participation  by  manufacturers 
(especially  small  manufacturers), 
distributors,  consumers,  and  regulatory 
agencies  having  jurisdiction  over  the 
product  subject  to  the  standard.  In 
evaluating  the  quality  of  such 
participation,  FDA  will  consider  the 
extent  to  which  the  development 
process  provides  for  those  procedures 
set  forth  in  paragraph  6(c]  of 
Recommendation  No.  78-4  of  the 
Administrative  Conference  of  the  United 
States  (ACUS),  “Coordination  and 
Cooperation  vrith  Standards-Developing 
Organizations,”  (1  CFR  305.78-4); 

d.  A  proposed  voluntary  standard 
would  not  create  anti-competitive 
effects  or  promote  restraints  of  trade 
contrary  to  the  public  interest  or  does 
not  contain  excessively  restrictive 
requirements  that  would  preclude 
manufacturing  of  the  device; 

e.  The  adequacy  of  the  standard  is 
subject  to  periodic  and  timely  review; 

f.  The  standard  stresses  performance- 

oriented,  and  not  design-restrictive, 
requirements;  * 

g.  Manufacturers  are  likely  to  comply 
with  the  voluntary  standard; 

h.  There  are  provisions  for  appeal  by 
an  interested  person  who  objects  to  all 
or  part  of  a  standard; 

i.  The  process  for  review  of  the 
standard  considers  the  involvement  of 
such  devices  in  injury  patterns; 

j.  The  standard  identifies 
requirements  for  testing  to  determine 
whether  devices  conform  to  the 
standard;  and 

k.  Documentation  is  available  to 
support  the  rationale  for,  the 
development  process  for,  and  the  safety 
and  effectiveness  requirements  of,  the 
standard  as  well  as  to  identify  other 
factors  considered  by  the  technical 
committee  in  developing  or  revising  the^ 
standard. 
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In  developing  these  criteria,  FDA  gave 
special  consideration  to 
Recommendation  No.  78-4  of  ACUS, 
which  emphasizes  the  use  of  voluntary 
standards  rather  than  mandatory 
standards  and  the  need  for  public 
participation  in  the  standards 
development  process.  FDA  also 
considered  the  Federal  Trade 
Commissions's  (FTC)  proposed  trade 
regulation  rule  (TRR)  on  standards  and 
certification,  published  in  the  Federal 
Register  of  December  7, 1978  (43  FR 
57269).  FTC's  proposed  TRR  wodd 
establish  prohibitions  and  requirements 
for  standards  developers,  certifiers,  and 
persons  who  reference  standards  or 
certifications  in  the  marketing  of 
products.  The  proposed  TRR  would 
apply  to  medical  device  standards 
development  Violation  of  the  proposed 
TRR  would  be  an  unfair  method  of 
competition  and  an  unfair  or  deceptive 
act  or  practice  in  commerce,  within  the 
meaning  of  section  5(a)(1)  of  the  Federal 
Trade  Commission  Act  (15  U.S.C. 
45(a)(1)). 

Procedure  for  Endorsement  and 
Promotion  of  Voluntary  Standards 

Voluntary  standards  imder 
development  will  be  evaluated  against 
the  “Criteria  for  Endorsement  of 
Voluntary  Standards.”  FDA  will  endorse 
adequate  voluntary  standards.  FDA  may 
endorse  an  entire  standard  or  only  those 
provisions  of  the  standard  that  FDA 
believes  are  adequate  and  necessary. 

FDA  will  notify  the  developer  of  a 
standard  by  letter  of  those  provisions  of 
the  standard  endorsed  by  roA.  The 
Bureau  of  Medical  Devices  will  maintain 
a  file  of  endorsement  letters  and 
endorsed  standards.  Copies  of  the 
letters  only  will  be  available  to  the 
public  upon  request.  An  address  where 
requests  may  be  sent  will  be  published 
in  the  final  notice  implementing  FDA's 
voluntary  standarcis  policy.  In  addition, 
FDA  will  publish  periodically  a  notice  in 
the  Feder^  Register  listing  all  FDA- 
endorsed  voluntary  standards.  Copies  of 
the  endorsed  standards  may  be 
obtained  from  the  developer,  at  the 
address  stated  in  the  endorsement  letter 
and  published  in  the  notice. 

One  a  voluntary  standard  has  been 
endorsed,  FDA  will  promote  the 
standard  to  consumer  groups,  individual 
health  care  professionals,  professional 
health  care  organizations,  hospital  and 
clinic  administrators  and  managers, 
medical  device  manufacturers  and 
distributors,  and  other  interested 
persons,  such  as  regulators,  insiuers, 
and  lawyers.  The  agency  believes  this 
will  encourage  conformance  with  an 
endorsed  standard  and  the  use  of 
standard  as  part  of  pmchasing 


requirements.  FDA  will  utilize  some  or 
all  of  the  following  means  of  promotion: 

a.  Issuing  press  releases  to  medical, 
technical,  legal,  and  consumer  journals; 

b.  Publishing  technical  articles  on 
individual  voluntary  standards; 

c.  Supplying  lists  of  FDA-endorsed 
voluntary  standards  to  interested 
persons; 

d.  Encouraging  conformance  to 
endorsed  voluntary  standards  in  the 
Government  Wide  Quality  Assurance 
Program;  and 

e.  Encouraging  manufacturers  of 
devices  that  conform  to  FDA-endorsed 
standards  to  label  their  products  as 
conforming,  e.g.,  “Meets  Federally 
Endorsed  *  *  *  Standard  *  * 

Existing  Voluntary  Standards 

FDA  will  evaluate  existing  voluntary 
standards  to  determine  the  extent  to 
which  the  standards  were  developed  in 
accordance  with  the  “Criteria  for 
Endorsement  of  Voluntary  Standards.” 
Thus,  FDA  may  conclude  that  a 
mandatory  standard  is  imnecessary  and 
encourage  conformance  to  a  volimtary 
standard  if  an  existing  standard  is  found 
adequate  and  there  is  an  acceptable 
level  of  conformance  to  the  standard  by 
the  medical  device  industry. 

Based  on  its  evaluation,  FDA  may, 
however,  conclude  that  a  voluntary 
standard  does  not  conform  to  the 
“Criteria  for  Endorsement  of  Voluntary 
Standards.”  If  so,  FDA  may  request  the 
developer  of  the  standard  to  revise  the 
standard  to  eliminate  the  identified 
inadequacies  and  may  support  the 
development  of  these  revisions. 
Alternately,  FDA  may  develop  a 
performance  standard  using  the 
acceptable  provisions  of  the  existing 
voluntary  standard  as  a  foundation.  In  ' 
this  event,  FDA  may  develop  the 
standard  either  as  a  guideline  under 
S  10.90(b)  of  the  FDA's  regulations  (21 
CFR  10.90(b))  or  as  a  mandatory 
standard  under  section  514  of  the  act.  A 
guideline  represents  the  formal  FDA 
position  with  respect  to  the  matter 
involved;  and,  therefore,  an  individual 
may  rely  on  such  a  guideline  with  the 
assurance  that  conformance  to  the 
standard  is  acceptable  to  FDA.  A 
guideline,  however,  is  not  a  legal 
requirement. 

Voluntary  standards  organizations, 
manufacturers,  and  other  interested 
persons  that  develop  voluntary 
standards  without  n)A's  participation 
are  requested  to  submit  the  standards  to 
FDA  for  evaluation.  The  submission 
shall  include  documentation  of 
conformance  with  the  “Criteria  for 
Endorsement  of  Voluntary  Standards.” 


Mandatory  Standards 

As  noted  above,  elsewhere  in  this 
issue  of  the  Federal  Register,  FDA  is 
publishing  a  list  of  devices  that  should 
be  considered  for  immediate  standards 
development  FDA  will  defer 
development  of  mandatory  standards 
for  those  priority  devices  (1)  for  which 
there  is  an  adequate  voluntary  standard 
complied  with  by  the  medical  device 
industry  or  (2)  for  which  a  voluntary 
standard  is  imder  development. 

In  the  case  of  a  device  for  which  a 
voluntary  standard  is  under 
development  FDA  will  continue  to  defer 
development  of  a  mandatory  standard, 
as  long  as  FDA  finds  that  the  voluntary 
standard  (1)  was  initiated  before  FDA 
issued  an  invitation  under  section  514(c) 
of  the  act  for  development  of  a 
mandatory  standard,  (2)  conforms  to  the 
“Criteria  for  Endorsement  of  Voluntary 
Standards,”  and  (3)  will  be  completed 
expeditiously. 

Persons  developing  voluntary 
standards  are  responsible  for  informing 
FDA  of  this  fact  and  for  submitting 
information  to  assess  the  adequacy  of 
the  standard.  FDA  may  develop 
mandatory  standards  it  is  unaware  of 
current  voluntary  standards  activities. 

Although  FDA  encourages  the 
establishment  of  voluntary  standards, 
there  are  instances  in  which  a 
mandatory  standard  will  be  required. 

For  example,  mandatory  control  may  be 
necessary  if  an  aspect  of  safety  or 
effectiveness  common  to  many  devices 
is  involved.  FDA  will  respond  to  such 
needs  by  developing  mandatory 
standards,  even  if  voluntary  standards 
exist  or  are  under  development. 

FDA  Attendance  at  Voluntary  Standards 
Meetings 

All  meetings  between  FDA  personnel 
and  outside  organizations  shall  be 
subject  to  the  ^A  policy  on  open 
meetings  set  forth  in  21  CFR  10.65(b). 

The  approval  and  authorization  for 
attendance  of  FDA  staff  at  meetings  of, 
standards  groups  and  the  participation 
of  staff  members  in  standards 
development  activities  shall  be  in 
accordance  with  the  policy  on 
participation  in  outside  standard-setting 
activities  set  forth  in  21  CFR  10.95. 

Interested  persons  may,  on  or  before 
May  1, 1980,  submit  to  the  Hearing  Clerk 
(HFA-305),  Food  and  Drug 
Administration,  Rm.  4-65,  5600  Fishers 
Lane,  Rockville,  MD  20857,  written 
comments  regarding  this  proposal. 
Comments  should  be  in  four  copies 
(except  that  individuals  may  submit 
single  copies)  identified  wi&  the 
Hearing  Clerk  docket  number  found  in 
brackets  in  the  heading  of  this 
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document.  Received  comments  may  be 
seen  in  the  Hearing  Clerk's  office 
between  9  a.m.  and  4  p.m.,  Monday 
through  Friday.  All  comments  received 
shall  be  considered  in  developing  the 
final  policy  statement. 

Dated;  January  22. 1980. 
fere  E.  Goyan, 

Commissioner  of  Food  and  Drugs. 

|FR  Doc.  80-2993  FUed  1-31-80;  8:45  am] 

BILUNQ  CODE  411(H>3-M 


[pocket  No.  BON-0100] 

Medical  Devices;  Voluntary  Standards 
Development;  Request  for  Data  and 
Information  on  in  Vitro  Diagnostic 
Devices 

agency:  Food  and  Drug  Administration. 
action:  Notice. 

summary:  The  Food  and  Drug  ‘ 
Administration  (FDA)  requests  data  and 
information  from  voluntary  standards 
organizations  and  other  interested 
persons  concerning  interest  in 
participating  in  developing  volimtary 
performance  standards  for  certain  in 
vitro  devices.  This  notice  implements 
FDA's  proposed  voluntary  standards 
policy  for  in  vitro  diagnostic  devices 
which  is  published  elsewhere  in  this 
issue  of  the  Federal  Register. 

OATES:  Written  comments  and 
information  by  May  1, 1980. 

ADDRESS:  Written  comments  and 
information  to  the  Hearing  Clerk  (HFA- 
305),  Food  and  Drug  Administration,  Rm. 
4-65,  5600  Fishers  Lane,  Rockville,  MD 
20857. 

FOR  FURTHER  INFORMATION  CONTACT: 

Alfred  Bracey,  Bureau  of  Medical 
Devices  (HFK-320),  Food  and  Drug 
Administration,  Department  of  Health, 
Education,  and  Welfare,  8757  Georgia 
Ave.,  Silver  Spring,  MD  20910,  301-427- 
7178. 

SUPPLEMENTARY  INFORMATION:  The 

Medical  Device  Amendments  of  1976 
(the  amendments)  (Pub.  L.  94-295) 
establish  a  comprehensive  system  for 
the  regulation  of  medical  devices 
intended  for  human  use.  One  provision 
of  the  amendments,  section  513  of  the 
Federal  Food,  Drug,  and  Cosmetic  Act 
(the  act)  (21  U.S.C.  360c),  establishes 
three  classes  of  devices,  depending  on 
the  regulatory  controls  needed  to 
provide  reasonable  assurance  of  their 
safety  and  effectiveness.  The  three 
categories  are  as  follows:  class  I, 
general  controls;  class  II,  performance 
standards;  and  class  III,  premarket 
approval. 

Under  section  513  of  the  act,  more 
than  300  in  vitro  diagnostic  devices  have 
been  recommended  by  classification 


panels,  FDA  advisory  committees,  for 
classification  into  class  II.  These 
classification  recommendations  are 
being  reviewed  by  FDA  and  will  be 
published  separately  as  proposed 
regulations. 

Performance  standards  for  class  II  in 
vitro  diagnostic  devices  are  developed 
under  section  514  of  the  act  (21  U.S.C. 
360d).  Because  of  the  large  number  of  in 
vitro  diagnostic  devices  recommended 
for  classification  into  class  II,  FDA  is 
aware  that  the  establishment  of 
performance  standards  (mandatory 
standards)  for  all  class  U  in  vitro 
diagnostic  devices  will  take 
considerable  time,  given  the  existing 
agency  resources  available  for  this 
activity.  FDA  recognizes  that  voluntary 
standards  can  help  to  ensure  the  safety 
and  effectiveness  of  this  large  number  of 
class  n  devices  and  is.  therefore, 
promoting  their  use.  FDA’s  proposed 
policy  on  endorsing  voluntary  standards 
for  devices  is  published  elsewhere  in 
this  issue  of  the  Federal  Register  and 
should  be  referred  to  in  conjunction  with 
this  request  for  information. 

Priorities  for  Standards  Development  for 
Class  n  in  Vitro  Diagnostic  Devices 

For  each  device  recommended  for 
classification  into  class  n,  the 
classification  panels  also  included  a 
recomended  priority  (high,  medium,  or 
low)  for  establishing  a  performance 
standard. 

FDA  has  reviewed  all  of  the  panel 
recommendations  for  high  priority  class 
II  in  vitro  diagnostic  devices  to 
determine  those  for  which  the 
immediate  development  of  standards 
would  appear  to  be  appropriate. 
Consideration  was  based  on  a 
preliminary  priority  ranking  scheme  that 
used  the  following  factors: 

a.  Priority  recommendations  of  the 
classification  panels; 

b.  Critical  natiu«  of  the  results 
obtained  from  an  in  vitro  diagnostic 
device; 

c.  Present  and  projected  use  of  the 
device’s  results. 

The  class  Q  in  vitro  diagnostic  devices 
reviewed  by  FDA  using  the  preliminary 
priority  ranking  scheme  resulted  in  a  list 
of  devices  considered  by  the  agency  to 
warrant  immediate  consideration  for 
development  of  performance  standards. 
These  devices,  which  are  listed  below, 
are  arranged  according  to  the  clinical 
laboratory  specialty  under  which  the 
classification  review  was  made  by  the 
classification  panels.  The  listed  in  vitro 
diagnostic  devices  are  intended  to 
include  all  reagents,  instruments,  and 
systems  marketed  for  each  of  the 
methodologies  ciurently  used  for  the 
listed  in  vitro  diagnostic  devices.  The 
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agency  perfers  that  standards  address 
the  performance  requirements  for  all 
types  of  products  in  a  particular  group. 
FDA  recognizes,  however,  that  such  an 
approach  is  not  appropriate  in  every 
case  and,  therefore,  FDA  will  consider 
other  approaches  as  long  as  they 
satisfactorily  address  the  relationship 
between  the  product  performance  and 
the  intended  use  of  the  product.  A 
standard  should  be  technically 
appropriate  and  possess  qualities  that 
will  enable  an  individual  or  testing 
facility  having  competence  in  the 
specialty  area  to  determine  conformity 
or  nonconformity  with  the  standard. 

High  Priority  Class  n  in  Vitro  Diagnostic 
Devices 

A.  Clinical  Chemistry 

1.  Alkaline  phosphatase  or 
isoenzymes  test  system. 

2.  Aspartate  amino  transferase  (AST- 
SGOTl  test  system. 

3.  Bilirubin  (total  or  direct)  test 
system. 

4.  Blood  gases  (PCOa,  PO2)  and  blood 
pH  test  system. 

5.  Blood  specimen  collection  devices. 

6.  Calcium  test  system. 

7.  Clinical  chemistry  calibrator. 

8.  Creatine  phoaphokinase/creatine 
kinase  or  isoenzymes  test  system. 

9.  Creatinine  test  system. 

10.  Glucose  test  system. 

11.  Potassium  test  system. 

12.  Sodium  test  system. 

13.  Total  triiodothyronine  test  system. 

14.  Total  thryoxine  test  system. 

15.  Uric  acid  test  system. 

B.  Clinical  Taxicology  oiftf  Therapeutic 
Drug  Monitoring 

1.  Barbiturate  test  system. 

2.  Carbamazepine  test  system.* 

3.  Clinical  toxicology  calibrator. 

4.  Cocaine/cocaine  metabolites  test 
system. 

5.  Digoxin  test  system. 

6.  Diphenylhydantoin  test  system. 

7.  Ethosuximide  test  system. 

8.  Gentamicin  test  system. 

9.  Lead  test  system. 

10.  Lidocaine  test  system.  ‘ 

11.  Theophylline  test  system.^ 

C.  Hematology 

1.  Abnormal  hemoglobin  assay. 


*  Recently  recommended  for  classification  by  the 
Clinical  Toxicology  Section  of  the  Clinical 
Chemistry  and  Hematology  Devices  Panel.  A 
proposed  classification  regulation  for  this  device 
will  be  published  in  a  future  issue  of  the  Federal 
Register. 

*  Reclassified  from  class  III  to  class  II  by  order  by 
the  Director,  Bureau  of  Medical  Devices,  following  a 
recommendation  on  a  petition  for  reclassification  by 
the  Clinical  Toxicology  Section  of  the  Clinical 
Chemistry  and  Hematology  Devices  Panel 
(Lidocaine  test  systems,  77P-0341;  Theophylline  test 
systems.  77P-3(M0). 


2.  Automated  cell  counters. 

3.  Calibrators  for  red  cell  and  white 
cell  counting. 

4.  Calibrators  for  cell  indices. 

5.  Calibrators  for  hemoglobin  and 
hematocrit  meastirement. 

6.  Calibrators  for  platelet  counting. 

7.  Hematology  quality  control  mixture. 

8.  Prothrombin  time  test. 

9.  Partial  thromboplastin  time  test. 

D.  Immunology 

1.  Antinuclear  antibody 
immunological  test  system. 

2.  Inununoglobulins  (A,  G,  M,  E) 
immunological  test  system. 

3.  Rheumatoid  factor  immunological 
test  system. 

E.  Microbiology 

1.  Entamoeba  histolytica  serological 
reagents. 

2.  Cryptococcus  neoformans 
serological  reagents. 

3.  Cultiu'e  media  for  anitmicrobial 
su  meptibility  test. 

4.  Rubella  virus  serological  reagents. 

5.  Toxoplasma  gondii  seriological 
reagents. 

Request  for  Information 

To  assess  the  current  effort  being 
expended  on  the  development  of 
voluntary  standards  for  those  class  n  in 
vitro  diagnostic  devices  listed  above, 
FDA  needs  to  know  which  voluntary 
standards  organizations,  State  and  local 
governments,  international 
organizations,  or  other  interested  parties 
are  developing  or  planning  to  develop 
standards  for  these  devices.  Therefore, 
FDA  is  requesting  the  following 
information  on  existing  or  planned 
standards  efforts: 

a.  The  name  or  title  of  the 
organization  developing  or  planning  to 
develop  voluntary  standards; 

b.  A  description  of  the  existing  or 
planned  effort  and  any  timetable  for  its 
completion; 

c.  The  performance  characteristics 
and  hazards  associated  with  the  in  vitro 
diagnostic  device  which  will  be 
controlled  by  the  standard; 

d.  The  composition  of  the 
development  organization  or  working 
group  within  the  organization; 

e.  A  description  of  the  development 
process  and  opportunities  afforded  to 
interested  persons  to  provide  conunent 
and  provisions  for  appeal;  and 

f.  The  process  used  to  treat  negative 
comments. 

The  agency  recognizes  that  there  may 
be  disagreement  with  the  product 
groupings  that  appear  on  Ais  list.  Some 
of  that  disagreement  may  more  properly 
relate  to  the  classiHcation 
recommendations  rather  than  to  this 
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proposal  for  priorities  for  development 
of  standards.  If.  however,  there  are  data 
available  to  demonstrate  the  need  to 
add  Of  delete  product  groups  from  this 
list  of  highest  priority  in  vitro  diagnostic 
devices  for  development  of  standards, 
FDA  will  consider  such  information  in 
reaching  its  decisions  to  encourage  the 
development  or  endorsement  of  speciHc 
voluntaiy  standards. 

Coordination  of  Standards  Activities 

Upon  re^ew  of  the  information 
submitted  in  response  to  this  notice, 
FDA  will  coordinate  voluntary 
standards  activities  with  the  Medical 
Device  Standards  Management  Board  of 
the  American  National  Standards 
Institute,  as  previously  announced  by 
the  agency  in  the  Federal  Register  of 
August  12. 1976  (41  FR  34099).  FDA  may 
participate  with  interested  organizations 
or  persons  in  the  development  of 
voluntary  standards  for  any  or  all  of  the 
listed  in  vitro  diagnostic  devices  or  may 
develop  mandatory  performance 
standards. 

Interested  persons  may,  on  or  before 
May  1, 1980,  submit  to  the  Hearing  Clerk 
(HFA-305).  Rm.  4-65,  Food  and  Drug 
Administration,  5600  Fishers  Lane, 
Rockville.  MD  20857,  written  comments 
on  this  notice.  Four  copies  of  any 
comments  are  to  be  submitted,  eftccept 
that  individuals  may  submit  one  copy. 
Comments  are  to  be  identified  with  the 
Hearing  Clerk  docket  number  found  in 
brackets  in  the  heading  of  this 
document.  Received  comments  may  be 
seen  in  the  above  office  between  9  a.m. 
and  4  p.m..  Monday  through  Friday. 

Dated:  January  22, 1980. 

Jere  E.  Goyan, 

Commissioner  of  Food  and  Drugs. 

(FR  Doc.  80-2994  Filed  1-31-80;  8:45  am] 
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